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SUMMARY: This final rule will revise regulations for the Medicare Advantage (Part C)
program, Medicare Prescription Drug Benefit (Part D) program, Medicaid program, Medicare
Cost Plan program, and Programs of All-Inclusive Care for the Elderly (PACE) to implement
certain sections of the Bipartisan Budget Act of 2018 and the Substance Use Disorder Prevention
that Promotes Opioid Recovery and Treatment- (SUPPORT) for Patients and Communities Act
(hereinafter referred to as the SUPPORT Act), enhance the Part C and D programs and the
PACE program, codify several existing CMS policies, make required statutory changes,
implement other technical changes, and make routine updates. As stated in the final rule that
appeared in the Federal Register on June 2, 2020, CMS is fulfilling its intention to address the
remaining proposals from the February 2020 proposed rule here. Although the provisions
adopted in this second final rule will be in effect during 2021, most provisions will apply to

coverage beginning January 1, 2022.



Notwithstanding the foregoing, for proposals from the February 2020 proposed rule that
would codify statutory requirements that were already in effect prior to this rule’s appearance in
the Federal Register, CMS reminds organizations, plan sponsors, and other readers that the
statutory provisions apply and will continue to be enforced. Similarly, for the proposals from the
February 2020 proposed rule that would implement the statutory requirements in sections 2007
and 2008 of the SUPPORT Act, CMS intends to implement these statutory provisions consistent
with their effective provisions.

DATES: Effective Date: These regulations are effective [Insert 60 days after the date of
publication in the Federal Register].

Applicability Dates: Most of the provisions in this rule will be applicable to coverage beginning

January 1, 2022, except as noted below.

The Part D Income Related Monthly Adjustment Amount (IRMAA) calculation update in

§ 423.286(d)(4)(i1) is applicable [Insert 60 days after the date of publication in the Federal
Register]. The provision defining targeted beneficiaries for MTM at § 423.153(d)(2) is
applicable [Insert 60 days after the date of publication in the Federal Register]. The
provisions on automatic escalation to the independent outside entity under a Medicare Part D
drug management program (DMP) at §§ 423.590(i) and 423.600(b) and the related provisions on
information on appeal rights in the beneficiary notices at §§ 423.153()(5)(11)(C)(3),
423.153(1)(6)(i1)(C)(4), and 423.153(f)(8)(1) are applicable [Insert 60 days after the date of
publication in the Federal Register]|. The provisions defining the term “parent organization”
for MA and Part D plans at §§ 422.2 and 423.4 are applicable [Insert 60 days after the date of
publication in the Federal Register]. The General Requirements for Applicable Integrated
Plans and Continuation of Benefits provisions at §§ 422.629 and 422.632 are applicable [Insert
60 days after the date of publication in the Federal Register].

In order to help ensure that Part D sponsors have sufficient implementation time, the

beneficiary real time benefit tool (RTBT) (§ 423.128(d)(4)) requirement will not be applicable



until January 1, 2023.

Due to operational considerations, revisions to the Special Needs Plan Model of Care
requirements in § 422.101(f) are intended for implementation (that is, applicability) for models
of care for contract year 2023. Plans that are required to submit models of care for contract year
2022 are due to submit MOCs by February 17, 2021; those submissions will be evaluated based
on the regulations in effect at that time (that is, without the amendments adopted here) and SNPs
must implement and comply with their approved MOCs in connection with coverage in 2022.
Moving the applicable implementation of the SNP MOC provisions to contract year 2023 will
allow SNPs and CMS to construct the necessary processes for full implementation and
enforcement of the final rule. When MOC:s for contract year 2023 are submitted for review and
approval in early 2022, the regulations in this final rule will be used to evaluate those MOCs for
approval.

SUPPLEMENTARY INFORMATION: The Code of Federal Regulations (CFR) will be
updated consistent with the respective effective date of each provision. The applicability and
effective dates are discussed in the summary and preamble for each of these items. Because
CMS is finalizing the call center, marketing, and communications requirements under

§§ 422.111(h)(1), 422.2260 through 422.2274, §§ 423.128(d)(1), and 423.2260 through
423.2274 as applicable for the contract year and coverage beginning January 1, 2022, these
requirements will apply to call center operations, marketing, and mandatory disclosures
occurring in 2021 for enrollments made for contract year 2022.

FOR FURTHER INFORMATION, CONTACT:

Cali Diehl, (410) 786-4053, Theresa Wachter, (410) 786-1157, or Christopher McClintick, (410)
786-4682 — General Questions.

Kimberlee Levin, (410) 786-2549 — Part C Issues.

Lucia Patrone, (410) 786-8621 — Part D Issues.

Kristy Nishimoto, (206) 615-2367 — Beneficiary Enrollment and Appeals Issues.



Daniel Deisroth, (443) 431-4171 — PACE Issues.

Debra Drew, (410) 786-6827 — Program Integrity Issues.

Tobey Oliver, (202) 260-1113 — D-SNP Appeals and Grievances.
I. Executive Summary and Background

A. Executive Summary

1. Purpose

The primary purpose of this final rule is to implement certain sections of the following
federal laws related to the Medicare Advantage (MA or Part C) and Prescription Drug Benefit
(Part D) programs:

» The Bipartisan Budget Act of 2018 (hereinafter referred to as the BBA of 2018), and

* The Substance Use-Disorder Prevention that Promotes Opioid Recovery and Treatment
(SUPPORT) for Patients and Communities Act (hereinafter referred to as the SUPPORT Act).
The rule also includes a number of changes to: strengthen and improve the Part C and D
programs and the PACE program, codify in regulation several CMS interpretive policies
previously adopted through the annual Call Letter and other guidance documents, make required
statutory changes, implement other technical changes, and make routine updates.

In the June 2020 final rule (85 FR 33796), CMS addressed a selection of proposals from
the February 2020 proposed rule (85 FR 9002). In this final rule, CMS is addressing the
remaining proposals from the February 2020 proposed rule with two exceptions: 1) Maximum
Out-of-Pocket (MOOP) Limits for Medicare Parts A and B Services (§§ 422.100 and 422.101)
and 2) Service Category Cost Sharing Limits for Medicare Parts A and B Services and per
Member per Month Actuarial Equivalence Cost Sharing (§§ 422.100 and 422.113). Therefore,
we may address the two remaining proposals from the February 18, 2020, proposed rule (85 FR
9002) not included in this final rule in subsequent rulemaking.

In so doing, the final rule addresses the following needs for federal regulatory action as

set forth below:



The regulations implementing the provisions of BBA of 2018 relating to Medicare
Advantage Special Needs Plans address, as directed by law, care management
requirements through the development and implementation of models of care., Given the
context of these provisions is a federal program, Congress has mandated a federal
regulatory approach with respect to these provisions.

The provisions implementing the provisions of BBA of 2018 relating to the Coverage
Gap Discount Program and the Part D Income Related Monthly Adjustment Amount
(IRMAA) improve the operation of government programs by ensuring the regulations
conform to the statute and the distribution of resources determined by Congress in statute.
Given the context of these provisions is a federal program, Congress has mandated a
federal regulatory approach with respect to these provisions.

The provisions implementing the SUPPORT Act address the misuse and abuse of opioids
in the manners directed by Congress. This includes the provisions related to Mandatory
Drug Management Programs, Beneficiaries with History of Opioid-Related Overdose
Included in Drug Management Programs, Automatic Escalation to External Review
under a Medicare Part D Drug Management Program for At-Risk Beneficiaries,
Suspension of Pharmacy Payments Pending Investigations of Credible Allegations of
Fraud and Program Integrity Transparency Measures, Section 2008 of the SUPPORT
Act, Section 6063 of the SUPPORT Act, Beneficiaries’ Education on Opioid
Alternatives, and Beneficiaries with Sickle Cell Disease. Given the context of these
provisions is a federal program or impacts on several federal programs, Congress has
mandated a federal regulatory approach with respect to these provisions.

The provisions which strengthen and improve the PACE program with respect to Service
Delivery Request Processes under PACE improve the operation of government programs

by ensuring documentation is available for oversight required by statute. Given the



context of these provisions is a federal program, a federal regulatory approach is
appropriate with respect to these provisions.
e The provisions relating to Beneficiary Real Time Benefit Tools address inadequate and
incomplete information available to Part D beneficiaries with regards to the choices they
have for prescription drugs. Given the context of these provisions is a federal program, a
federal regulatory approach is appropriate with respect to these provisions.
e The provisions relating to permitting a second, “preferred,” specialty tier in Part D
address externalities caused by the current specialty tier regulation — specifically the
absence of negotiation leverage and incentives within the Part D specialty tier. Given the
context of these provisions as a federal program, a federal regulatory approach is
appropriate with respect to these provisions.
e The provisions relating to the Medicare Advantage (MA) and Part D Prescription Drug
Program Quality Rating System improve the operation of government programs by
making updates to reflect changes in measures (thereby ensuring the government
program does not use outdated methodologies) and clarifying existing regulations
(thereby answering questions regulated parties may have). These and other provisions
also codify sub-regulatory guidance, which is an improvement in that regulated parties
and CMS have greater clarity regarding the application of these policies as a rule. Given
the context of these provisions is a federal program, a federal regulatory approach is
appropriate with respect to these provisions.
2. Summary of the Major Provisions
a. Mandatory Drug Management Programs (DMPs) (§ 423.153)

Section 704 of the Comprehensive Addiction and Recovery Act of 2016 (hereinafter
referred to as CARA) included provisions permitting Part D sponsors to establish drug
management programs (DMPs) for beneficiaries at-risk for misuse or abuse of frequently abused

drugs (FADs). Under the DMPs in place today, Part D sponsors engage in case management of



potential at-risk beneficiaries (PARBs) through contact with their prescribers to determine
whether the beneficiary is at-risk for prescription drug misuse or abuse. If a beneficiary is
determined to be at-risk, after notifying the beneficiary in writing, the sponsor may limit their
access to coverage of opioids and/or benzodiazepines to a selected prescriber and/or network
pharmacy(ies) and/or through a beneficiary-specific point-of-sale (POS) claim edit.

While the majority of Part D sponsors have already voluntarily implemented DMPs,
CMS proposed regulations to implement section 2004 of the SUPPORT Act which require Part
D sponsors to establish DMPs for plan years beginning on or after January 1, 2022.

CMS is finalizing the requirement for mandatory DMPs with an additional modification
so that plans without a Pharmacy and Therapeutics (P&T) committee can comply with the DMP
regulation.

b. Beneficiaries with History of Opioid-Related Overdose Included in Drug Management
Programs (DMPs) (§ 423.153)

A past overdose is the risk factor most predictive for another overdose or suicide-related
event.! In light of this fact, in section 2006 of the SUPPORT Act, Congress required CMS to
include Part D beneficiaries with a history of opioid-related overdose (as defined by the
Secretary) as PARBs under a Part D plan’s DMP. CMS is also required under this section to
notify the sponsor of such identifications. In line with this requirement, in lieu of modifying the
definition of “potential at-risk beneficiary” at § 423.100 as proposed, CMS is finalizing the
clinical guideline criteria at new paragraph § 423.153(f)(16)(i1)(2) to include a Part D eligible
individual who is identified as having a history of opioid-related overdose, beginning January 1,
2022. Inclusion of beneficiaries with a history of opioid-related overdose as PARBs in DMPs
will allow Part D plan sponsors and providers to work together to closely assess these

beneficiaries’ opioid use and determine whether any additional action is warranted. The clinical

1 Bohnert KM, Ilgen MA, Louzon S, McCarthy JF, Katz IR. Substance use disorders and the risk of suicide
mortality among men and women in the US Veterans Health Administration. Addiction. 2017 Jul;112(7):1193-1201.
doi: 10.1111/add.13774.



guideline criteria CMS is finalizing at § 423.153(f)(16)(i1)(2) specify that both a principal
diagnosis of opioid-related overdose and a recent Part D opioid prescription are required
components to meet the definition of a PARB based on the history of opioid-related overdose.
Additionally, CMS is making some revisions to the terminology used in the clinical guideline
criteria at § 423.153(f)(16)(i1)(2) from what was initially proposed in the definition at § 423.100
to better characterize the data sources and opioid prescription criteria to be used to identify
beneficiaries meeting the definition of a PARB based on a history of opioid-related overdose.
The clinical guideline criteria mirror the definition of “potential at-risk beneficiary” that was
initially proposed but relocated to § 423.153(f)(16)(i1)(2) to improve clarity of the regulation
text.

c. Beneficiaries’ Education on Opioid Risks and Alternative Treatments (§ 423.128)

Sponsors of Part D prescription drug plans, including MA-PDs and standalone PDPs,
must disclose certain information about their Part D plans to each enrollee in a clear, accurate,
and standardized form at the time of enrollment and at least annually thereafter under section
1860D-4(a)(1)(a) of the Act. Section 6102 of the SUPPORT Act amended section 1860D-
4(a)(1)(B) of the Act to require that Part D sponsors also must disclose to each enrollee
information about the risks of prolonged opioid use. In addition to this information, with respect
to the treatment of pain, MA-PD sponsors must disclose coverage of non-pharmacological
therapies, devices, and non-opioid medications under their plans. Sponsors of standalone PDPs
must disclose coverage of non-pharmacological therapies, devices, and non-opioid medications
under their plans and under Medicare Parts A and B. Section 6102 also amended section 1860D-
4(a)(1)(C) to permit Part D sponsors to disclose this opioid risk and alternative treatment
coverage information to only a subset of plan enrollees rather than disclosing the information to
each plan enrollee. We are finalizing our proposal with only one modification to make the

requirement applicable beginning January 1, 2022, rather than January 1, 2021 as proposed.



d. Automatic Escalation to External Review under a Medicare Part D Drug Management
Program (DMP) for At-Risk Beneficiaries (§§ 423.153, 423.590, and 423.600)

CMS proposed that, if on reconsideration a Part D sponsor affirms its denial of a DMP

appeal, the case shall be automatically forwarded to the independent outside entity for review
and resolution by the expiration of the adjudication timeframe applicable to the plan level appeal.
We also proposed conforming revisions to the notices that are sent to beneficiaries. In the
February 2020 proposed rule, we solicited feedback on these proposals. As a result, we received
several comments related to the timeframe in which a plan sponsor has to forward the case file to
the IRE. Specifically, commenters requested that plan sponsors have additional time beyond the
applicable adjudication timeframe in which to assemble and forward the administrative case file
to the IRE. As a result of this feedback, we are finalizing the automatic escalation provision with
a modification to reflect that plan sponsors must forward the case file to the independent outside
entity no later than 24 hours following the expiration of the adjudication timeframe applicable to
the plan level appeal. This approach is consistent with regulations applicable to cases that must
be forwarded to the IRE if the plan sponsor is untimely in its decision making and, we believe,
remains consistent with the enrollee protections set forth in the SUPPORT Act. We are also
finalizing the provisions related to beneficiary notices. The following provisions of this final
rule are applicable 60 days after the publication date of this final rule: §§ 423.590(i) and
423.600(b) related to auto-forwarding redeterminations made under a DMP to the IRE and the
provisions related to information on appeal rights in the beneficiary notices at
§§ 423.153(H)(5)(11)(C)(3), 423.153(H)(6)(i1)(C)(4), and 423.153(H)(8)(1).
e. Suspension of Pharmacy Payments Pending Investigations of Credible Allegations of Fraud
and Program Integrity Transparency Measures (§§ 405.370, 422.500, 422.503, 423.4, 423.504,
and 455.2)

In the proposed rule, CMS proposed to undertake rulemaking to implement the

provisions outlined in sections 2008 and 6063 of the SUPPORT Act, which are summarized in



the following sections (1) and (2). Implementing these provisions will allow CMS, MA
organizations and Medicare Part D plan sponsors (including MA organizations offering MA-PD
plans) to share data and information regarding unscrupulous actors, take swift action based on
such data and information, and achieve enhanced outcomes in our efforts to fight the opioid
crisis. In addition, this regulation will provide the means for more effective referrals to law
enforcement based on plan sponsor reporting, ultimately resulting in reduced beneficiary harm
and greater savings for the Medicare program.
(1) Section 2008 of the SUPPORT Act

Title XVIII of the Social Security Act (the Act) provides authority for CMS to suspend
payments to Medicare fee-for-service (FFS) providers and suppliers pending an investigation of
a credible allegation of fraud, unless a good cause exception applies. While Part D plan sponsors
currently have the discretion to suspend payments to pharmacies in the plans’ networks, section
2008 requires that plan sponsors’ payment suspensions based on credible allegations of fraud be
implemented in the same manner as CMS implements such payment suspensions in FFS
Medicare. Under this provision, plan sponsors are required to notify the Secretary of the
imposition of a payment suspension that is based on a credible allegation of fraud and may do so
using a secure website portal. The reporting requirement applicable to plan sponsors will only
apply to suspended payments based on credible allegations of fraud as required by section 2008
and will not extend to other payment suspensions for which plan sponsors already have
authority. Section 2008 also clarifies that a fraud hotline tip, without further evidence, is not
considered a credible fraud allegation for payment suspension purposes. The statutory effective
date for section 2008 is for plan years beginning on or after January 1, 2020.
(2) Section 6063 of the SUPPORT Act

Section 6063 requires, effective not later than 2 years after the date of enactment, the
Secretary to establish a secure internet website portal to enable the sharing of data among MA

plans, prescription drug plans, and the Secretary, and referrals of “substantiated or suspicious



activities” of a provider of services (including a prescriber) or a supplier related to fraud, waste,
or abuse to initiate or assist with investigations conducted by eligible entities with a contract
under section 1893 of the Act, such as a Medicare program integrity contractor. The Secretary is
also required to use the portal to disseminate information to all MA plans and prescription drug
plans on providers and suppliers that were referred to CMS for fraud, waste, and abuse in the last
12 months; were excluded or the subject of a payment suspension; are currently revoked from
Medicare; or, for such plans that refer substantiated or suspicious activities to CMS, whether the
related providers or suppliers were subject to administrative action for similar activities. The
Secretary is required to define what constitutes substantiated or suspicious activities. Section
6063 specifies that a fraud hotline tip without further evidence shall not be treated as sufficient
evidence for substantiated fraud, waste, or abuse.

Section 6063 also requires the Secretary to disseminate quarterly reports to MA plans and
prescription drug plans on fraud, waste, and abuse schemes and suspicious activity trends
reported through the portal. The Secretary’s reports are to maintain the anonymity of information
submitted by plans and to include administrative actions, opioid overprescribing information,
and other data the Secretary, in consultation with stakeholders, determines important.

Beginning with plan year 2021, section 6063 also requires Part D plan sponsors to submit
to the Secretary information on investigations, credible evidence of suspicious activities of
providers or suppliers related to fraud, and other actions taken by the plans related to
inappropriate opioid prescribing. The Secretary is required to issue regulations that define the
term inappropriate prescribing with respect to opioids, identify a method to determine if
providers are inappropriately prescribing, and identify the information plan sponsors are required
to submit.

The applicability date of the section 2008 and section 6063 provisions will be for plan
years beginning on or after January 1, 2022 because of several factors. The first factor is the need

to ensure that the web-based portal is complete and operational for plan sponsor’s use. While the



development of the web-based portal began when the legislation was enacted, CMS was unable
to complete the development of the portal in time for its full implementation in plan year 2021.
In addition, the portal has required several key updates to reflect the requirements in this
regulation. Additional factors include the time needed for plan sponsors to determine internal
procedures to meet the requirements outlined in this rule; the need for CMS to obtain feedback
from plan sponsors to address any challenges encountered with the web-based portal; and the
need to provide plan sponsors with the opportunity to address any other operational challenges
with implementing these provisions, including potential changes that may be needed due to the
COVID-19 public health emergency. Furthermore, the applicability date is later than the
effective dates in the SUPPORT Act because the publication of this final rule is occurring after
the bid deadline for plan year 2021. However, where the statute is self-implementing, the delay
in applicability of these regulations is not a barrier to enforcement of the statutory provisions.
f. Medicare Advantage (MA) and Part D Prescription Drug Program Quality Rating System
(§§ 422.162,422.164, 422.166, 422.252, 423.182, 423.184, and 423.186)

In the Medicare Program; Contract Year 2019 Policy and Technical Changes to the
Medicare Advantage, Medicare Cost Plan, Medicare Fee-for-Service, the Medicare Prescription
Drug Benefit Programs, and the PACE Program Final Rule (hereinafter referred to as the April
2018 final rule), we codified the methodology for the Star Ratings system for the MA and Part D
programs, respectively, at §§ 422.160 through 422.166 and §§ 423.180 through 423.186. We
have stated we will propose through rulemaking any changes to the methodology for calculating
the ratings, the addition of new measures, and substantive measure changes.

At this time we are codifying additional existing rules for calculating the ratings used for
MA Quality Bonus Payments, implementing updates to the Health Outcomes Survey measures,
adding new Part C measures, clarifying the rules around contract consolidations and application
of the adjustment for extreme and uncontrollable circumstances when data are missing due to

data integrity concerns, and making additional technical clarifications. Unless otherwise stated,



data will be collected and performance measured using these rules and regulations for the 2022
measurement period and the 2024 Star Ratings.

g. Permitting a Second, “Preferred,” Specialty Tier in Part D (§§ 423.104, 423.560, and
423.578)

We are finalizing regulations to allow Part D sponsors to establish up to two specialty
tiers and design an exceptions process that exempts drugs on these tiers from tiering exceptions
to non-specialty tiers. Under this final rule, Part D sponsors will have the flexibility to determine
which Part D drugs are placed on either specialty tier, subject to the ingredient cost threshold
established according to the methodology we proposed and the requirements of the CMS
formulary review and approval process under § 423.120(b)(2). To maintain Part D enrollee
protections, we will codify a maximum allowable cost sharing that would apply to the higher
cost-sharing specialty tier. Further, we will require that if there are two specialty tiers, one must
be a “preferred” tier that offers lower cost sharing than the proposed maximum allowable cost
sharing.

We note that we did not propose to revise and are not revising § 423.578(c)(3)(ii), which
requires Part D sponsors to provide coverage for a drug for which a tiering exception was
approved at the cost sharing that applies to the preferred alternative. Because the exemption
from tiering exceptions for specialty tier drugs under § 423.578(a)(6)(iii1) as proposed would
apply only to tiering exceptions to non-specialty tiers, the existing requirement at
§ 423.578(c)(3)(i1) will require Part D sponsors to permit tiering exception requests for drugs on
the higher cost-sharing specialty tier to the lower cost-sharing, specialty tier.

To improve transparency, we will codify current methodologies for cost sharing and
calculations relative to the specialty tier, with some modifications. First, we will codify a
maximum allowable cost sharing permitted for the specialty tiers of between 25 percent and 33
percent, depending on whether the plan includes a deductible, as described further in section

IV.E.4. of this final rule. We determine the specialty-tier cost threshold — meaning whether the



drug has costs high enough to qualify for specialty tier placement — based on a 30-day equivalent
supply. Additionally, we base the determination of the specialty-tier cost threshold on the
ingredient cost reported on the prescription drug event (PDE). We will also maintain a specialty-
tier cost threshold for both specialty tiers that is set at a level that, in general, reflects drugs with
monthly ingredient costs that are in the top 1 percent, as described further in section IV.E.6. of
this final rule. Finally, we will adjust the specialty-tier cost threshold, in an increment of not less
than 10 percent, when an annual analysis of PDE data shows that an adjustment is necessary to
recalibrate the specialty-tier cost threshold so that it only reflects Part D drugs with the top one
percent of monthly ingredient costs. We will determine annually whether the adjustment would
be triggered and announce the specialty-tier cost threshold annually via an HPMS memorandum
or a comparable guidance document.

We are finalizing these provisions as proposed, except that we are not finalizing our
proposal to specify a specialty-tier cost threshold of $780. Additionally, in response to
comments, we are finalizing new paragraph § 423.104(d)(2)(iv)(A)(6), which describes the
eligibility for placement on the specialty tier of newly-FDA-approved Part D drugs. These
provisions will apply for coverage year 2022.

To retain the policies in effect before coverage year 2022, we are amending the definition
of specialty tier at § 423.560 by adding paragraph (i) to clarify that the existing definition will be
in effect before coverage year 2022, and paragraph (ii) to cross reference the definition which
appears in § 423.104(d)(2)(iv), which will apply beginning coverage year 2022. Additionally, as
discussed in section IV.E.2. of this final rule, we are amending § 423.578(a)(6)(ii1) by adding
paragraph (A) to cross reference the definition of specialty tier which will apply before coverage
year 2022, and paragraph (B) to cross reference placement of the definition of specialty tier at
§ 423.104(d)(2)(iv) which will apply beginning coverage year 2022. Additionally, paragraph
(A) will remove the phrase “and biological products,” and paragraph (B) will (1) reflect the

possibility of a second specialty tier, and (2) clarify that Part D sponsors may design their



exception processes so that Part D drugs on the specialty tier(s) are not eligible for a tiering
exception to non-specialty tiers.
h. Beneficiary Real Time Benefit Tool (RTBT) (§ 423.128)

This rule finalizes regulations to require that Part D plan sponsors implement a
beneficiary real-time benefit tool (RTBT) by January 1, 2023. The RTBT must allow enrollees
to view the information included in the prescriber RTBT system, which will include accurate,
timely, and clinically appropriate patient-specific real-time formulary and benefit information
(including cost, formulary alternatives and utilization management requirements). This rule
permits plans to use existing secure patient portals to fulfill this requirement, to develop a new
portal, or use a computer application. Plans are required to make this information available to
enrollees who call the plan’s customer service call center.

In order to encourage enrollees to use the beneficiary RTBT, plans are permitted to offer
rewards and incentives (RI) to their enrollees who log onto the beneficiary RTBT or seek to
access this information via the plan’s customer service call center, provided the value of the RI
offered is a reasonable amount.

1. Service Delivery Request Processes under PACE (§§ 460.104 and 460.121)

Currently, PACE participants or their designated representatives may request to initiate,
eliminate or continue a service, and in response, the PACE organization must process this
request under the requirements at § 460.104(d)(2). These requests are commonly referred to by
CMS and the industry as “service delivery requests.” In response to feedback from PACE
organizations and advocacy groups, and based on our experience monitoring PACE
organizations’ compliance with our current requirements, we proposed moving the requirements
for processing service delivery requests from § 460.104(d)(2) and adding them to a new
§ 460.121 in order to increase transparency for participants and reduce confusion for PACE
organizations. We also proposed modifying these provisions in order to reduce unnecessary

burden on PACE organizations and eliminate unnecessary barriers for participants who have



requested services that a PACE organization would be able to immediately approve.
Specifically, we proposed to more clearly define what constitutes a service delivery request, and
provide transparent requirements for how those requests would be processed by the PACE
organization, including who can make a request, how a request can be made, and the timeframe
for processing a service delivery request. We also proposed allowing the interdisciplinary team
(IDT) to bypass the full processing of a service delivery request under the new proposed
requirements in § 460.121 when the request can be approved in full by an IDT member at the
time it is made. For all other service delivery requests that are brought to the IDT, we proposed
maintaining the requirement that an in-person reassessment must be conducted prior to a service
delivery request being denied, but we proposed eliminating the requirement that a reassessment
(either in-person or through remote technology) be conducted when a service delivery request
can be approved. Lastly, we proposed adding participant protections; specifically, we proposed
increasing notification requirements in order to ensure participants understand why their request
was denied, and we proposed adding reassessment criteria in order to ensure reassessments are
meaningful to the service delivery request, and that the IDT takes them into consideration when
rendering a decision.

We are finalizing these provisions as proposed, with some minor modifications. For
example, all references to “service delivery requests” in §§ 460.104, 460.121 and 460.122 have
been replaced with the term “service determination request.” In addition, we have modified
§ 460.121(d)(2) to limit service determination requests to requests that are received by PACE
organization employees and contractors who provide direct care in the participant’s residence,
the PACE center, or while transporting participants.

j. Beneficiaries with Sickle Cell Disease (SCD) (§ 423.100)

Beneficiaries with active cancer-related pain, residing in a long-term care facility, or

receiving hospice, palliative, or end-of-life care currently meet the definition of “exempt

beneficiary” with respect to DMPs in § 423.100. Section 1860D-4(c)(5)(C)(i1)(III) of the Act



provides the Secretary with the authority to elect to treat other beneficiaries as exempted from
DMPs. Due to concerns of misapplication of opioid restrictions in the sickle cell disease (SCD)
patient population, CMS proposed that beneficiaries with SCD be classified as exempt
beneficiaries. CMS is finalizing the definition of an exempted beneficiary to include
beneficiaries with SCD as proposed with one modification to clarify that this definition is

applicable starting in plan year 2022.



3. Summary of Costs and Benefits

Provision Description Primary Impact to Plans and
Sponsors, Enrollees, and
Medicare Trust Fund as
applicable

a. Mandatory Drug This provision will codify the SUPPORT Act There is a 10 year cost of $4.0
Management Programs requirement making it mandatory that Part D million. Part D sponsors will incur
(DMPs) (§ 423.153) sponsors implement DMPs, starting in plan year s a special first year cost of 3.2

2022. million with ongoing costs of $0.1
million in later years.

b. Beneficiaries with As finalized, this provision will require that, starting | Part D beneficiaries with a history
History of Opioid- in plan year 2022, CMS identify beneficiaries of opioid-related overdose have
Related Overdose enrolled in Medicare Part D with a history of opioid- | higher than average drug costs.
Included in Drug related overdose (as defined by the Secretary) and CMS estimates that as a result of
Management Programs | jclyde such individuals as PARBs for prescription | reduced utilization of drugs for
(DMPs) (§ 423.153) drug abuse or misuse under sponsors’ DMPs. beneficiaries participating in

DMPs, there will be a savings of 5
percent of the current annual drug
costs for enrollees with a history of
opioid overuse. After the first year,
the reduction in drug utilization
may result in an annual savings of
$7.7 million to the Medicare Trust
Fund resulting from reduced drug
spending by beneficiaries. The
costs for case management and
related paperwork is estimated at
$10.1 million annually.

c. Beneficiaries’ Education | CMS is finalizing requirements that Part D sponsors | The requirements set forth under
on Opioid Risks and and MA-PDs must provide information on the risks 1860D-4(a)(1)(B) will cost
Alternative Treatments of opioids and alternative therapies to all Part D approximately $0.5 million in the
(§ 423.128) beneficiaries with modification starting in plan year | first year to account for one-time

2022. programming costs and $0.4
million in the following years.

d. Automatic Escalation to | Under this final rule, if a Part D sponsor denies a We estimate there will be about

External Review under a
Medicare Part D Drug
Management Program
(DMP) for At-Risk
Beneficiaries

(§§ 423.153,423.590,
and 423.600)

DMP appeal, the case shall be automatically
forwarded to the independent outside entity for
review and resolution. A plan sponsor must forward
the case to the independent outside entity no later
than 24 hours following the expiration of the
adjudication timeframe applicable to the plan level
appeal. Finally, this final rule establishes
conforming revisions to the notices that are sent to
beneficiaries.

28,600 appeals per year, of which
0.08 percent will be denied and
automatically escalated to the
independent review entity (IRE).
Therefore, there are approximately
23 cases (0.08 percent * 28,600)
annually affected by this provision.
Since most IRE cases are judged
by a physician at a wage of
$202.46, and typically an IRE will
take at most 1 hour to review, the
total burden is about $4,656.58 (23
cases * $202.46 * 1 hour).




Suspension of Pharmacy
Payments Pending
Investigations of
Credible Allegations of
Fraud and Program
Integrity Transparency
Measures (§§ 405.370,
422.500, 422.503, 423 .4,
423.504, and 455.2)

CMS is finalizing policies to implement two sections
of the SUPPORT Act, which will-- (1) require Part D
plan sponsors to notify the Secretary of the
imposition of a payment suspension on pharmacies
that is based on a credible allegation of fraud, impose
such payment suspensions consistent with the
manner in which CMS implements payment
suspensions in fee-for service Medicare, and report
such information using a secure website portal; (2)
define inappropriate prescribing with respect to
opioids; (3) require plan sponsors to submit to the
Secretary information on investigations and other
actions related to inappropriate opioid prescribing;
(4) define “substantiated or suspicious activities”
related to fraud, waste, or abuse; and (5) establish a
secure portal which would enable the sharing of data
and referrals of “substantiated or suspicious
activities” related to fraud, waste, or abuse among
plan sponsors, CMS, and CMS’s program integrity
contractors.

While we believe there may be
savings generated through actions
taken by plans that will conduct
their own due diligence from the
reporting and sharing of
administrative actions between
CMS and plans sponsors, as well
as additional law enforcement
actions, we cannot estimate the
impact at this time. The Part C and
Part D sponsors will incur an
initial aggregate cost of $15.2
million with level subsequent year
aggregate costs of $9.6 million.

Medicare Advantage
(MA) and Part D
Prescription Drug
Program Quality Rating
System (§§ 422.162,
422.164, 422.166,
422.252,423.182,
423.184, and 423.186)

We are codifying additional existing rules for
calculating MA Quality Bonus Payments ratings,
implementing updates to the Health Outcomes
Survey measures, adding new Part C measures,
clarifying the rules around contract consolidations
and application of the adjustment for extreme and
uncontrollable circumstances when data are missing
due to data integrity concerns, and making additional
technical clarifications.

There will be no, or negligible,
impact on the Medicare Trust Fund
from these provisions.

Permitting a Second,
“Preferred,” Specialty
Tier in Part D

(8§ 423.104, 423.560,
and 423.578)

CMS is finalizing regulations to (1) allow Part D
sponsors to establish a second, “preferred,” specialty
tier at a lower cost-sharing threshold than the current
specialty tier; (2) codify the existing maximum cost
sharing for the highest specialty tier; (3) codify a
methodology to determine annually the specialty-tier
cost threshold using ingredient cost and increase the
threshold when certain conditions are met; (4)
require sponsors to permit tiering exceptions
between the two specialty tiers; and (5) permit
sponsors to determine which drugs go on either
specialty tier.

Permitting Part D sponsors to
establish a second, “preferred,”
specialty tier is unlikely to have a
material impact on Part D costs to
either the government or Part D
enrollees.




h. Beneficiary Real Time

Benefit Tool (RTBT)
(§ 423.128)

CMS is finalizing regulations to require that each
Part D plan implement a beneficiary real time benefit
tool by January 1, 2023. he RTBTI must enable
enrollees to have the information included in the
prescriber RTBT system which includes accurate,
timely, and clinically appropriate patient-specific
real-time formulary and benefit information
(including cost, formulary alternatives and utilization
management requirements).

Adoption of a beneficiary RTBT
will be an additional cost and
burden on Part D sponsors. Based
on our estimates, we believe this
will cost Part D plans about $4.0
million for all plans in the first
year based on the costs for them to
reprogram their computer systems.

Additionally, the voluntary
provision of rewards by Part D
sponsors to enrollees using RTBT
will have an impact of $0.7 million
in the first year, in order to
implement the program, and $0.4
million in subsequent years in
order to maintain the program.
These are maximum impacts
assuming all Part D sponsors
choose to implement the rewards
and incentives, and it remains to be
seen whether or not this will be the
case.

Service Delivery
Request Processes under
PACE (§§ 460.104 and
460.121)

CMS is finalizing the process by which PACE
organizations address service determination requests.
Currently the IDT must determine the appropriate
member(s) of the IDT to conduct a reassessment,
perform a reassessment, and render a decision on
each service determination request. However, our
experience shows that approximately 40 percent of
all requests could be immediately approved in full by
an IDT member. We are therefore removing the
obligation for a request to be brought to the IDT or
for a reassessment to be conducted when a member
of the IDT receives and can approve a service
determination request in full at the time it is made.
We are also removing the requirement to conduct a
reassessment in response to a service determination
request except when a request would be partially or
fully denied.

The proposed revisions create
efficiencies which are estimated to
create cost savings of $16.8 million
in the first year and gradually
increase to $ 21.3 million in 2031.
The net savings over 10 years is
$193.8 million. The savings are
true savings to PACE
organizations as a result of reduced
administrative burden.

J-

Beneficiaries with Sickle
Cell Disease (SCD)
(§ 423.100)

CMS is finalizing that beneficiaries with SCD are
classified as exempted from DMPs starting in plan
year 2022.

We estimate that the impact of this
provision is negligible because it
will result in under 70 beneficiaries
(i.e., beneficiaries with SCD who
meet DMP inclusion criteria by
meeting the definition of a PARB)
being exempted from DMPs.

B. Background

We received approximately 667 timely pieces of correspondence containing multiple

comments for the provisions implemented within this final rule from the proposed rule titled

“Medicare and Medicaid Programs; Contract Year 2021 and 2022 Policy and Technical Changes




to the Medicare Advantage Program, Medicare Prescription Drug Benefit Program, Medicaid
Program, Medicare Cost Plan Program, and Programs of All-Inclusive Care for the Elderly”
which appeared in the Federal Register on February 18, 2020 (85 FR 9002) (February 2020
proposed rule). Comments were submitted by MA health plans, Part D sponsors, MA enrollee
and beneficiary advocacy groups, trade associations, providers, pharmacies and drug companies,
states, telehealth and health technology organizations, policy research organizations, actuarial
and law firms, MACPAC, MedPAC, and other vendor and professional associations. As
mentioned previously, we are finalizing the policies from the February 2020 proposed rule in
more than one final rule. The first part titled “Medicare Program; Contract Year 2021 Policy and
Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit
Program, and Medicare Cost Plan Program” appeared in the Federal Register on June 2, 2020
(85 FR 33796), and contained a subset of regulatory changes that impacted MA organizations
and Part D sponsors more immediately, including information needed to submit their bids by the
statutory deadline (the first Monday in June). The majority of the remaining provisions are
addressed here in this final rule.

The proposals we are finalizing in this final rule range from minor clarifications to more
significant modifications based on the comments received. Summaries of the public comments
received and our responses to those public comments are set forth in the various sections of this
final rule under the appropriate headings.

We also note that some of the public comments received for the provisions implemented
in this final rule were outside of the scope of the proposed rule. CMS did not make any
proposals in the February 2020 proposed rule on these topics, and as such, these out-of-scope
public comments are not addressed in this final rule. The following paragraphs summarize the
out-of-scope public comments.

We received comments about how CMS will assess compliance with PACE regulatory

requirements, recommendations for changes to PACE grievance requirements, and a



recommendation to require plan sponsors to automatically escalate all adverse Part D benefit
appeals to the independent review entity. Related to Star Ratings, we received comments that
CMS should only apply the Categorical Adjustment Index if it positively impacts a contract’s
Star Rating, and that we adopt completely new Star Ratings measures or change HEDIS
measures during the COVID-19 pandemic. Related to establishing pharmacy performance
measure reporting requirements, we received comments in favor of abolishing Direct and
Indirect Remunerations, applying 100 percent of direct pharmacy price concessions at the point-
of sale, prohibiting use of a scoring method that solely uses contractual pay-for-performance
metrics, and the inclusion of clinical data as part of any standardized performance measures.
With regard to our proposals to permit Part D sponsors to maintain up to two specialty
tiers, several commenters expressed that, in general, tiered-formulary structures have misaligned
incentives, and that specialty tiers (particularly a second specialty tier), exacerbate the impact of
such misaligned incentives. These commenters expressed concerns over the transparency of Part
D rebate mechanisms and suggested that Part D sponsors have incentives to grant more
expensive products with preferred status even when preferred products are not always the least
expensive products, which the commenters posited increases costs for both Part D enrollees and
the government. Some commenters suggested that CMS should eliminate the specialty tier,
reasoning that elimination of the specialty tier would only produce modest increases in premiums
and cost sharing in other tiers. Some commenters also suggested that the tiers should be
relabeled and reordered in the hierarchy relative to Part D enrollee cost sharing to be more
consistent with current industry practices. Some commenters suggested that CMS should
mandate that denials at the pharmacy counter trigger the appeals process. Other commenters
suggested that Part D enrollees stabilized on a specialty drug be exempt from unfavorable
coverage changes (for example, increased cost sharing) resulting from a secondary specialty tier.
Some commenters suggested that CMS should adjust the Part D rebate sharing formulas to

remove plan incentives for high-cost, high-rebate brand drugs. Some commenters encouraged



CMS to investigate alternative catastrophic reinsurance models to incent the most savings for
health plans implementing a preferred specialty tier. Some commenters suggested that, like
private insurance plans with more than one specialty tier, CMS should establish an out-of-pocket
max in Part D. Some commenters suggested a comprehensive reform of the Part D program.
Some commenters suggested that transitioning to a biosimilar biological product on a lower
specialty tier may have negative clinical implications for a patient stabilized on a reference
product. (We refer readers to the Food and Drug Administration (FDA) regarding the safety and
efficacy of biosimilar biological products, and their use in patients who have previously been
treated with the reference product, as well as in patients who have not previously received the
reference product.) Some commenters took the opportunity to suggest that CMS should expand
the scope of our mid-year formulary change policy to include biosimilar biological products,
reasoning that they are “equivalent” to the reference biological products. Some commenters
suggested that CMS should improve the exceptions and appeal process. Some commenters
suggested that CMS should ensure independent pharmacies cannot be excluded from providing
non-preferred specialty tier drugs. Finally, some commenters suggested that CMS should
institute conflict of interest provisions for pharmacy chains owned by PBMs. (We note that this
rule, as we are finalizing it, would not provide Part D sponsors with any additional basis to
exclude independent pharmacies from their networks.)

In response to proposed changes to the Coverage Gap Discount Program (CGDP), two
commenters offered suggestions about how the Part D program could be more cost effective.
One of these commenters urged CMS to prohibit Part D plans from using utilization management
tools to steer utilization away from lower cost biosimilar products. The other commenter
suggested that Congress change the CGDP in a way that would result in greater use of lower cost
drugs throughout the program and suggested that the program’s existence shifts the lower net

cost determinations of generic and biosimilar products.



With regard to Medication Therapy Management (MTM), one commenter expressed
concern about how pharmacists are paid for providing services, while another questioned the
overall cost benefit of the MTM program.

A commenter recommended that CMS align exemption criteria for the Pharmacy Quality
Alliance’s Initial Opioid Prescribing Measures with DMP exemption criteria; however, these
measures are not developed by CMS and are outside the scope of the proposed rule. We also
received a number of comments that did not refer specifically to our Part D opioid proposals but
more generally (1) referenced the opioid epidemic, (2) cited concerns that existing restrictions on
opioid access may drive chronic pain patients to illicit markets and/or reduce their quality of life
and functional status, (3) raised questions about Drug Enforcement Agency (DEA) actions
against opioid prescribers and whether they address the root cause of the opioid epidemic, and

(4) opined that interventions should be focused on illegal drugs.



II. Implementation of Certain Provisions of the Bipartisan Budget Act of 2018

A. Improvements to Care Management Requirements for Special Needs Plans (SNPs)

(§422.101)

Congress authorized special needs plans (SNPs) as a type of Medicare Advantage (MA)
plan designed to enroll individuals with special needs. The three types of SNPs are those
designed for: (1) Institutionalized individuals (defined in § 422.2 as an individual continuously
residing, or expecting to continuously reside, for 90 days or longer in specified facility) or
institutionalized-equivalent (defined in § 422.2 as living in the community but requiring an
institutional level of care, which is determined using a specified assessment instrument and
conducted consistent with specified standards); (2) individuals entitled to medical assistance
under a State Plan under title XIX of the Act; or (3) other individuals with severe or disabling
chronic conditions that would benefit from enrollment in a SNP. As noted in the proposed rule
(85 FR 9013 through 9014), there have been a number of changes to the requirements for MA
SNPs since their initial authorization. We proposed changes to § 422.101(f) to implement and
extend the latest of those statutory changes, made by the Bipartisan Budget Act of 2018 (BBA).

As of July 2019, there were 321 SNP contracts with 734 SNP plans that had at least 11
members. These figures included 208 Dual Eligible SNP contracts (D—SNPs) with 480 D—SNP
plans with at least 11 members, 57 Institutional SNP contracts (I-SNPs) with 125 [-SNP plans
with at least 11 members, and 56 Chronic or Disabling Condition SNP contracts (C—SNPs) with
129 C—SNP plans with at least 11 members. For more discussion of the history of SNPs, please
see Chapter 16b of the Medicare Managed Care Manual (MMCM).? The proposed rule
summarized current processes and requirements for the models of care that all SNPs must use

and follow under current law. (85 FR 9014)

2 For more information pertaining to chapter 16b of the Medicare Managed Care Manual, please see:
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/mc86c16b.pdf.



The Bipartisan Budget Act of 2018 (BBA), enacted into law on February 9, 2018,
amended section 1859(f) of the Act to include new care management requirements for C-SNPs.
We proposed, and are finalizing here, regulations to implement the provisions of the BBA of
2018 and establishes new care management requirements at § 422.101(f) for all SNPs, including
minimum benchmarks for SNP models of care. Due to operational considerations, the
requirements we are finalizing at § 422.101(f) are intended for implementation for coverage
beginning contract year 2023. Plans that are required to submit MOCs for contract year 2022 are
due to submit MOCs by February 17, 2021; those submissions will be evaluated based on the
regulations in effect at that time (that is, without the amendments adopted here) and SNPs must
implement and comply with their approved MOCs in connection with coverage in 2022. Moving
the applicable implementation of the SNP MOC provisions to contract year 2023 will allow
SNPs and CMS to construct the necessary processes for the full implementation and enforcement
of this final rule. When MOC:s for contract year 2023 are submitted for review and approval in
early 2022, the regulations in this final rule will be used to evaluate those MOCs for approval.

Specifically, we proposed the following:

* First, we proposed to implement the requirement in section 1859(f)(5)(B)(i) of the Act
regarding the interdisciplinary team, or sometimes called the interdisciplinary care team (ICT), in
an amendment to § 422.101(f)(1)(iii) that would require the team to include providers with
demonstrated expertise, including training in an applicable specialty, in treating individuals
similar to the targeted population of the plan, and in addition to implementing the statutory
requirement for C-SNPs, extend the requirement to all SNPs.

* Second, we proposed to implement the requirement in section 1859(f)(5)(B)(ii) of the
Act requiring compliance with requirements (developed by CMS) to provide a face-to-face
encounter with each enrollee in a new paragraph (f)(1)(iv) of § 422.101 that would extend the
requirement to all SNPs. Under our proposal, face-to-face encounters would have to be between

each enrollee and a member of the enrollee’s ICT or the plan’s case management and



coordination staff on at least an annual basis, beginning within the first 12 months of enrollment,
as feasible and with the individual’s consent; we also proposed that a face-for-face encounter
must be either in-person or through a visual, real-time, interactive telehealth encounter.

* Third, we proposed to codify the requirement in section 1859(f)(5)(B)(iii) of the Act
that, as part of the C-SNP model of care, the results of the initial assessment and annual
reassessment required for each enrollee be addressed in the individual’s individualized care plan.
As with the other provisions in section 1859(f)(5)(B) of the Act, we proposed to extend this
requirement to the model of care for all SNPs, in revisions to § 422.101(f)(1)(1).

» Fourth, we proposed to codify the requirement in section 1859(f)(5)(B)(iv) of the Act
that the evaluation and approval of the model of care take into account whether the plan fulfilled
the previous MOC’s goals and to extend this evaluation component to all SNP models of care,
rather than limiting it to C-SNPs. We proposed a new provision at § 422.101(f)(3)(ii) to require
that, as part of the evaluation and approval of the SNP model of care, National Committee for
Quality Assurance (NCQA) must evaluate whether goals were fulfilled from the previous model
of care. We also proposed, in new paragraphs (f)(3)(ii)(A) through (C) that: (A) plans must
provide relevant information pertaining to the MOC’s goals as well as appropriate data
pertaining to the fulfillment of the previous MOC’s goals; (B) plans submitting a new model of
care must provide relevant information pertaining to the MOC’s goals for review and approval,
and (C) if the SNP model of care did not fulfill the previous MOC’s goals, the plan must indicate
in the MOC submission how it will achieve or revise the goals for the plan’s next MOC. We also
proposed to move an existing regulation at § 422.101(f)(2)(v1) that requires all SNPs must
submit their MOC to CMS for NCQA evaluation and approval in accordance with CMS
guidance to a new paragraph at § 422.101(f)(3)(i), using the same language.

* Lastly, we proposed to implement new regulation text at § 422.101(f)(3)(iii) to impose
the requirement for benchmarks to be met for a MOC to be approved. Section 1859(f)(5)(B)(v)

of the Act requires that the Secretary establish a minimum benchmark for each element of the C-



SNP model of care, and that the MOC can only be approved if each element meets a minimum
benchmark. The proposed regulation in § 422.101(f)(3)(iii) would extend these benchmarks for
all SNP models of care.

We proposed to extend the new requirements enacted by the BBA of 2018 to all SNP
plan types for several reasons. We explained that these additional requirements are consistent
with current regulations and sub-regulatory guidance CMS provides to all SNPs regarding care
management and MOC compliance. Second, we believe that these proposed regulations are
important safeguards to preserve the quality of care for all special needs individuals, including
those enrolled in D-SNPs and I-SNPs and not just those enrolled in C-SNPs. Given the
prevalence of medically complex chronic conditions among I-SNP and D-SNP enrollees, we
believe the proper application of these new care improvement requirements would improve care
for enrollees with complex chronic conditions. Finally, we stated that the application of
multiple, different MOC standards would be operationally complex and burdensome for MA
organizations that sponsor multiple SNP plan types, for instance, a D-SNP and a C-SNP. Our
proposal would streamline operational and administrative obligations by making the different
SNPs have similar requirements as well as establish minimum standards to benefit all special
needs individuals in these plans.

In the proposed rule, we solicited comment on the extension of the new care management
and MOC requirements for C-SNPs to the care management and MOC requirements for all SNP
types and then discussed each of the specific proposed policies in turn. We address comments
about the extension of the requirements to all SNP types first, followed by a review of each
proposed policy and the relevant comments and the response to such comments. 1. Extension of
the C-SNP requirements to all SNP types

Comment: CMS received a number of comments in support of or in opposition to the
extension of C-SNP requirements, added to section 1859(f)(5) of the Act by the BBA of 2018, to

apply to all SNP types, instead of limiting the applicability of these requirement to just C-SNPs.



A handful of commenters were concerned about the applicability of several of the proposed
regulations to [-SNP and D-SNP care management protocols with some arguing that the
proposed rule would result in requirements that are duplicative of the current MOC approval
process requirements. Several commenters specifically noted that SNPs of all types have existing
processes and practices that cover the areas discussed in the proposed rule. They contend that the
NCQA Model of Care, review, and scoring guidelines comprehensively cover the coordination
of care, provider, and quality requirements outlined in the proposed rule. In addition,
commenters noted that CMS audits include review of performance by SNPs on these processes.

Response: Regarding the extension of section 1859(f)(5) of the Act to include all SNP
types, we agree this rule is consistent with current CMS policy, including several current
regulations implementing section 1859; the statute and several regulations establish similar
requirements for all SNPs regardless of type. Specifically, section 1859(f)(5)(A) of the Act
requires that MA organizations offering a SNP implement an evidence-based model of care. The
MOC and other SNP-specific requirements have been incorporated into the MA application for
MAOs that wish to offer a SNP so that these MAOs can demonstrate that they meet CMS' SNP
specific requirements and are capable of serving the vulnerable special needs individuals who
enroll in SNPs. In the Medicare Program; Medicare Advantage and Prescription Drug Benefit
Programs: Negotiated Pricing and Remaining Revisions (74 FR 1493), known hereafter as the
January 2009 final rule, CMS outlined the overarching purpose of section 422.101(f) and noted
that SNPs, regardless of type, are required to meet the same requirements including that each
plan must have networks with clinical expertise specific to the special needs population of the
plan; use performance measures to evaluate models of care; and be able to coordinate and deliver
care targeted to people with disabilities, frail older adults, and those near the end of life based on
appropriate protocols. (74 FR 1498 through 1450) CMS’s belief that these measures are critical
to providing care to the types of special needs populations served by SNPs has not changed in

the intervening years since finalizing § 422.101(f) in 2009. As noted in this section of this rule,



for each specific provision we proposed and are finalizing at § 422.101(f), CMS is codifying
certain requirements that are part of the current SNP MOC approval process. Rather than forcing
a duplication of processes, we believe that SNPs have already implemented many of these new
requirements into their MOC. Understanding this, we proposed and are finalizing these
provisions in line with current MOC review and scoring guidelines, covering all facets of the
MOC including care coordination, provider, and quality requirements.

As discussed in the proposed rule, extending the statutory requirements for C-SNPs to all
SNPs will provide improvements to the care coordination model in all SNPs. For example,
section 1859(f)(5)(B)(ii), as added by the BBA of 2018, requires C-SNPs to provide face-to-face
encounters with each enrollee on an annual basis, consistent with standards adopted by CMS.
We proposed and are finalizing, at § 422.101(f)(1)(iv), that all SNPs provide for face-to-face
encounters between each enrollee and a member of the enrollee’s interdisciplinary team or the
plan’s case management and coordination staff on at least an annual basis, beginning within the
first 12 month of enrollment, as feasible and with the individual’s consent. Face-to-face
encounters are appropriate to require for all SNP enrollees because these SNP enrollees have
similar healthcare needs, including the need for treatment of multiple chronic conditions and for
services such as care coordination.

Comment: Another comment supported the proposal, but added that CMS should
explore the application of a more rigorous set of requirements focused on person-centered care to
strengthen the MOC and meet the needs of SNP enrollees.

Response: We thank the commenter for their comment and suggestions. As proposed and
finalized, the new provisions in § 422.101(f) provide both a structure for creating a care
management process specifically designed to provide targeted care to individuals with special
needs and allow flexibilities enabling plans to create innovative approaches to person-centered
care. As noted in the Interim Final Rule with comment, titled “Medicare Program; Revisions to

the Medicare Advantage and Prescription Drug Benefit Programs” (CMS-4138-1FC), issued in



September 2008 (“September 2008 IFC”) (73 FR 54225, 54228), we expect the MA
organizations that have the commitment and resources to serve vulnerable special needs
beneficiaries through SNPs will perpetually evaluate their own model of care by collecting and
analyzing performance data to continually improve their model of care. We also noted in the
September 2008 IFC that CMS would continue to evaluate models of care through the analysis
of SNP performance data and monitoring visits, the review of scientific research on the efficacy
of other care models, and feedback from beneficiaries, advocacy groups, and healthcare
professionals (73 FR 54228). The revisions to § 422.101(f) adopted in this final rule represent a
continuation of this process to evaluate and refine SNP care management.

This final rule establishes and clarifies delivery of care standards for SNPs and codifies
standards which we have included in other CMS guidance and instructions. As such, we are
finalizing the revisions to paragraph (f) to § 422.101 generally as proposed to extend certain
statutory requirements to all SNPs.

1. The Interdisciplinary Team (ICT) in the Management of Care

As amended by the BBA of 2018, section 1859(f)(5)(B)(i) of the Act requires the
interdisciplinary team (ICT) of each C-SNP to include providers with specified expertise and
training. We proposed to implement this through an amendment to § 422.101(f)(1)(iii) that
would apply the requirement to all SNPs. We proposed to require that each MA organization
offering a SNP plan must provide each enrollee with an ICT that includes providers with
demonstrated expertise and training, and, as applicable, training in a defined role appropriate to
their licensure in treating individuals similar to the targeted population of the plan.

We explained in the proposed rule that MIPPA required SNPs to conduct initial and
annual comprehensive health risk assessments, develop and implement an individualized plan of
care, and implement an ICT for each beneficiary. Specifically, Section 1859(f)(5)(A)(i1)(III) of
the Act requires all SNPs to use ICTs as part of offering a specialized MA plan for special needs

individuals. As stated in the proposed rule, we believe that the combination of MIPPA's statutory



elements and our regulatory prescription for the SNP model of care establishes a standardized
architecture for effective care management while giving plans the flexibility to design the unique
services and benefits that enable them to meet the needs and preferences of their target
population. We believe our proposal, which amends paragraph (f)(1)(iii) and applies the
additional requirements pertaining to demonstrated expertise and training of interdisciplinary
team providers to all SNPs, is consistent with the MIPPA requirements and the rulemakings that
first adopted requirements for the use of interdisciplinary teams (73 FR 54228, 74 FR 1498).

All SNPs must have an ICT to coordinate the delivery of services and benefits, but the
current regulation provides flexibility as necessary for each SNP: one SNP may choose to
contract with an ICT to deliver care in community health clinics; and another SNP may hire its
team to deliver care in the home setting. Under the current rule, and our proposal, all SNPs must
coordinate the delivery of services and benefits through integrated systems of communication
among plan personnel, providers, and beneficiaries. However, as we explained in the proposed
rule, one SNP may coordinate care through a telephonic connection among all stakeholders and
another SNP may coordinate care through an electronic system using Web-based records and
electronic mail accessed exclusively by the plan, network providers, and beneficiaries. All SNPs
must coordinate the delivery of specialized benefits and services that meet the needs of their
most vulnerable beneficiaries. However, D-SNPs may need to coordinate Medicaid services
while an institutional SNP may need to facilitate hospice care for its beneficiaries near the end of
life. We provided these examples in the proposed rule to demonstrate the variety of ways SNPs
currently implement their systems of care and how we believe all SNP enrollees should have
access to a team of providers with expertise and training that are appropriate for each individual
enrollee.

We received the following comments and our responses follow:

Comment: A commenter recommended that CMS clarify that "providers," as used in this

section, follows the definition of "provider" in 42 CFR 422.2, and also recommended that CMS



provide additional details about what constitutes "demonstrated expertise and training."
Specifically, the commenter requested that CMS clarify whether there are minimal expertise or
training requirements that the provider must meet or whether each special needs plan would have
discretion to make this determination.

Response: As proposed and finalized, § 422.101(f)(1)(iii) requires SNPs to use an
interdisciplinary team that includes a team of providers with demonstrated expertise and training,
and, as applicable, training in a defined role appropriate to their licensure in treating individuals
similar to the targeted population of the plan. Our current guidance for the MOC approval
process provides that a SNP’s MOC describe the composition of the ICT, including how the SNP
determines ICT membership and the roles and responsibilities of each member. Additional
information can be found in Chapter 5 of the MMCM, section 20.2.2, specifically guidance on
MOC 2, Element D.> A compliant and well-developed MOC includes a description that specifies
how the expertise and capabilities of the ICT members align with the identified clinical and
social needs of the SNP beneficiaries. As proposed and as finalized, the requirement in
§ 422.101(f)(1)(iii) to have training in a defined role appropriate to their licensure in treating
individuals similar to the targeted population of the plan means that individual providers and
providers in one type of SNP (compared to other SNPs) may have training and expertise that
differ based on the SNP-type or each individual enrollee’s needs. For example, a C-SNP that
targets diabetes mellitus may seek to establish an ICT for each enrollee that has a specialist with
training and expertise in endocrinology while a D-SNP may want to establish ICTs for individual
enrollees that focus on a particular set of chronic conditions or focus on specific service delivery
needs for an enrollee, such as long-term services and supports. This is consistent with our

current guidance and we believe that any additional burden here for SNPs will be minimal.

3 Please see Chapter 5 of the MMCM, which can be found at: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/mc86¢05.pdf



As defined in § 422.2, a provider is: (1) an individual who is engaged in the delivery of
health care services in a State and is licensed or certified by the State to engage in that activity in
the State; or (2) an entity that is engaged in the delivery of health care services in a State and is
licensed or certified to deliver those services if such licensing or certification is required by State
law or regulation. Therefore, the providers in the ICT must be licensed or certified to furnish the
health care services they deliver. Under this new regulation, providers in an ICT must also be
trained in a defined role appropriate to their licensure in treating individuals similar to the
targeted population of the plan, when applicable. We expect that plans are already meeting this
requirement that members of the ICT have training and expertise specific to the SNP’s target
population based on MOC scoring guidelines provided to all SNPs by NCQA; for example,
MOC submissions specify how the expertise and capabilities of the ICT members align with the
identified clinical and social needs of the SNP enrollees and describe how specific care plans for
enrollees are used to determine the composition of the ICT.# In conclusion, under the
amendment to paragraph (f)(1)(iii) that we are finalizing here, all members of the ICT must be
licensed or certified to deliver the applicable health care furnished to enrollees of the SNP in
compliance with § 422.2 and all of the members of the ICT must have demonstrated expertise
and training, and, as applicable, training in a defined role appropriate to their licensure in treating
individuals similar to the targeted population of the plan. The revisions at § 422.101(f)(1)(iii) are
being finalized as applicable beginning with 2023 so MOC:s for that period will be reviewed and
approved based on demonstrated compliance with this final rule. The specifics of the expertise
and necessary training will vary with the SNP and the covered population, and we are not

adopting specific, uniform minimum requirements for all providers in all SNPs ICTs.

4 The scoring guidelines can be found at: https://snpmoc.ncga.org/wp-content/uploads/MOC-Scoring-
Guidelines CY-2021-1.pdf. See section MOC 2, Element D.



The revisions at § 422.101(f)(1)(ii1) are being finalized as applicable beginning 2023 so
MOC:s for that period and subsequent years will be reviewed and approved based on
demonstrated compliance with the amendments to the regulation that we are finalizing here.

Comment: CMS received several comments regarding the extension of the new statutory
interdisciplinary team requirements to D-SNPs and I-SNPs. Some commenters believed that plan
implementation of additional ICT requirements would be unnecessarily burdensome because
some D-SNPs have difficulty contracting with and requiring specialists to take part in the ICT
process. Other commenters noted that the new rule would be redundant, given existing
regulations and policies are already in place, including regulations applying to the institutional
settings in which [-SNP beneficiaries reside. Some of these commenters noted that adding ICT
requirements will increase the burden on long-term care facilities and may require some patients
to be managed to different standards than others. Others noted that this provision could interfere
with plans’ current practices that promote the identification of providers from disciplines that are
most relevant to the beneficiary’s needs. Another commenter noted that for D-SNPs, there are
credentialing and network adequacy standards already in place to ensure appropriate access for
D-SNP enrollees to high-quality providers. Lastly, CMS received a comment stating that the ICT
should include the enrollee’s managed care long term services and supports (MLTSS) care
manager in cases where the enrollee receives those services.

Response: We believe the revisions we proposed and are finalizing at § 422.101(f)(1)(ii1)
are consistent with the current review and approval process for each MOC submission under
MOC 2, Element D. While there might be overlap and redundancies for § 422.101(f)(1)(iii) and
existing standards either for SNPs and SNP MOC:s or for institutional providers that furnish
services to SNP enrollees, that only reinforces that finalizing § 422.101(f)(1)(iii) as proposed is
appropriate. As SNPs are designed to furnish services and coordinate care based on the needs of
its target population, ensuring that the providers and ICT that deliver that care have expertise that

is specific to the target population is consistent with the overall goals of SNPs.



As noted in Chapter 5 of the MMCM, section 20.2.2, the role and conditions of MOC
approval for the ICT are described in MOC 2 Element D. All SNPs are required in § 422.101(f)
to implement an evidence based model of care (MOC) that has been evaluated and approved by
the NCQA. As part of the approval process, SNPs are also required to meet ICT requirements
under Element D. Each SNP must describe how its organization determines the composition of
ICT membership. Under factor 1 of MOC 2, Element D, all SNPs must explain how the SNP
facilitates the participation of beneficiaries and their caregiver(s) as members of the ICT. In
addition, each SNP must describe how the beneficiary’s Health Risk Assessment Tool (HRAT)
and ICP are used to determine the composition of the ICT for each enrollee, including where
additional team members are needed to meet the unique needs of a beneficiary. Lastly, SNPs
must explain how the ICT uses health care outcomes to evaluate processes established to manage
changes or adjustments to the beneficiary’s health care needs on a continuous basis. The new
regulation text concerning the ICT and the need to include providers with certain expertise and
training are similar to these existing requirements and standards for the MOC, so any additional
burden should be minimal. To the extent that a SNP is already using the needs and assessments
of each enrollee to identify ICT members that are qualified and trained to meet that individual
enrollee’s unique needs (and does this for each enrollee), this new standard may require some
additional documentation from the SNP about the demonstrated expertise, licensure and training
of the ICT. CMS believes plans will be able to implement the new ICT provisions without
significant changes to current processes based on two critical factors: (1) all SNPs are already
required under § 422.101(f)(1)(iii) to establish an ICT for each enrollee, and thus, plans have in
place steps for reviewing ICT composition and qualification; and (2) more importantly, SNPs are
currently employing a process similar to the new provision for establishing an ICT as part of the
MOC application approval process. Again, the new ICT provision is a natural extension of and
generally codifies elements of the current MOC approval process covering the ICT, which

should facilitate a seamless transition for SNPs as they implement the necessary processes to



comply with new ICT requirements. These changes to the MOC, and the others contained in the
amendments to § 422.101(f) will apply to MOCs and SNP performance for 2023. This means
that SNPs submitting MOCs for 2023 will need to develop and implement their MOCs for 2023
based on the amendments in this final rule. However, CMS will not require SNPs that currently
employ MOC:s that have been approved by NCQA and are not due for review and approval in
2023 to resubmit their MOCs to demonstrate compliance with § 422.101(f)(1)(iii) as amended in
this rule; so long as the SNP and its MOC meets all other requirements, the SNP may continue to
operate under its current MOC based on how similar the ICT provision of this final rule is to
current law and policy. We strongly encourage D-SNPs and I-SNPs that do not have MOCs up
for review and approval for 2023 to review their MOCs and implement changes as necessary to
ensure the interdisciplinary team for each enrollee includes a team of providers with
demonstrated expertise and training, and, as applicable, training in a defined role appropriate to
their licensure in treating individuals similar to the targeted population of the plan.

While the commenter states that some SNPs may face obstacles when seeking ICT
participation from some providers (including certain types of specialists), CMS has not seen
evidence suggesting such difficulties. Due to the similarity of § 422.101(f)(1)(iii) as revised in
this rule to CMS’s current policy and the standards used in NCQA reviews, it is likely that any
difficulty that would lead to an inability to comply with this provision would have been apparent
in past reviews of MOC:s.

As we noted in the preamble of the proposed rule, SNPs are in the best position to
identify an ICT with the appropriate expertise and training necessary to meet the clinical needs
for each enrollee, based on the medical and behavioral health conditions of their member
population and the SNP’s developed expertise. We expect that an MA organization that offers a
SNP for a particular population based on a chronic condition, on residence in an institution or
needing a similar level of care as those who reside in an institution, or on eligibility for both

Medicare and Medicaid, will have considered the needs of such populations in designing the plan



and the network of providers. MA organizations are not required to offer SNPs and those that
choose to do so must be capable of meeting the unique needs of the targeted population,
including gaining the participation of specialists and other health care providers that have the
most or best expertise for serving these vulnerable populations, consistent with the regulatory
requirements. With respect to the inclusion of the enrollee’s MLTSS care manager, we again
defer to SNPs to determine the appropriate composition of the beneficiary’s ICT in compliance
with the MOC standards, which includes consultation with the beneficiary. This final rule is
based on and reflects a policy that while all SNPs must develop and use an ICT to coordinate the
delivery of services and benefits for each enrollee, the construction of the ICT must recognize
and be built to address the needs and wishes of each individual enrollee.

After consideration of the comments and for the reasons outlined in the response to
comments and in the proposed rule, we are finalizing the amendment to § 422.101(f)(1)(ii1)
regarding ICT expertise and training as proposed without modification.

2. Face-to-Face Annual Encounters

We proposed to implement section 1859(f)(5)(B)(ii) of the Act requiring compliance with
requirements (developed by CMS) to provide a face-to-face encounter with each enrollee. We
proposed that the face-to-face encounter be between each enrollee and a member of the
enrollee’s interdisciplinary team or the plan’s case management and coordination staff on at least
an annual basis, beginning within the first 12 months of enrollment, as feasible and with the
individual’s consent. We also proposed to codify that a face-for-face encounter must be either in-
person or through a visual, real-time, interactive telehealth encounter. We proposed to adopt this
in a new paragraph (f)(1)(iv) in § 422.101 that would extend the requirement to all SNPs. Under
our proposal, SNPs would be required to provide an annual face-to-face visit that is in-person or
by remote technology and occurs starting within the first 12 months of enrollment within the
plan. For instance, a plan enrolling a beneficiary on October 1 would need to facilitate a face-to-

face encounter with that enrollee by September 30th of the following year. We indicated in the



proposed rule that SNPs should implement this requirement in a manner that honors any
enrollee’s decision not to participate in any qualifying encounter.
We received the following comments and our responses follow:

Comment: CMS received a number of comments both supporting and opposing the
requirement for SNPs to provide a face-to-face encounter with each enrollee. Some plans noted
that this is already part of their program. Some commenters, however, were concerned that
implementation could be a burden for enrollees, while others were concerned that the
requirements would be particularly difficult for SNP types with larger enrollments, such as D-
SNPs. Still others believed that the new regulation would be hard for plans to track encounters
between enrollees and providers. Others suggested that CMS allow SNPs to use encounters with
non-ICT plan contracted providers to meet this requirement.

Response: We are finalizing the proposal to add § 422.101(f)(1)(iv) to require each SNP
to provide an annual face-to-face encounter with each enrollee, with some modifications to
address concerns raised by the commenters. As proposed and finalized, the required face-for-
face encounter must be either in-person or through a visual, real-time, interactive telehealth
encounter. The final rule requires, as proposed, that the MA organization provide for face-to-
face encounters between each enrollee and a member of the enrollee’s interdisciplinary team or
the plan’s case management and coordination staff. And finally, we are also finalizing that the
face-to-face encounter occur on at least an annual basis, beginning within the first 12 month of
enrollment, as feasible and with the individual’s consent. However, we are finalizing additional
flexibility as well for SNPs in connection with § 422.101(f)(1)(iv) by including that the required
face-to-face encounter may also be with a contracted health plan provider and clarification as to
the type of encounter that is required.

As we noted in the proposed rule, we intend for this requirement to be met in a number of
different ways. In the proposed rule, we provided examples of encounters that would meet the

requirement, including a visit to or by a member of an individual’s interdisciplinary team or the



plan’s case management and coordination staff that perform clinical functions, such as direct
beneficiary care. We agree with commenters that have requested that encounters with health care
providers contracted with the enrollee’s SNP qualify under the implementation of the final rule.
This would include the enrollee’s regular primary care physician, a specialist related to the
enrollee’s chronic condition, a behavioral health provider, health educator, social worker, and
MLTSS plan staff or related MLTSS health care providers provided that such providers are (i) a
member of the enrollee’s interdisciplinary team; (ii) part of the plan’s case management and
coordination staff; or (iii) contracted plan healthcare providers. Requiring at a minimum that a
healthcare provider with a contractual relationship with the SNP be part of the annual face-to-
face encounter in this way will ensure that the annual encounter is a meaningful one from the
perspective of the enrollee’s overall health and wellbeing. We also believe that a healthcare
provider with a contractual relationship will facilitate the sharing of critical health information
among the plan, the ICT, and other key healthcare providers, and thus ensure coordination of
care for the enrollee under § 422.112(b), and result in increased care coordination and facilitate
any necessary follow-up care or referrals. Therefore, we are finalizing the new regulation at

§ 422.101(f)(1)(iv) with additional text to list contracted plan healthcare providers as well as
members of the ICT and the plan’s care coordination team. We defer to each SNP to identify
which providers are part of the plan’s case management and coordination staff or contracted plan
healthcare providers so long as the SNP’s policies are reasonable and not a means to evade
compliance with the rule.

We intend for this mandatory face-to-face encounter to serve a clinical or care
coordination/care management purpose. Ensuring that a special needs individual has been
contacted by the SNP at least once a year and that there has been a face-to-face encounter that
pertains to the individual’s health care is a way of ensuring that the goals of a SNP are met.
Examples of the necessary services or engagement happening during the required encounter

include: (i) engaging with the enrollee to manage, treat and oversee (or coordinate) their health



care (such as furnishing preventive care included in the individualized care plan (ICP)); (ii)
annual wellness visits and/or physicals; (iii) completion of a health risk assessment (HRA), such
as the one annually required for all SNPs under the current regulation at § 422.101(f)(1); (iv)
care plan review or other similar care coordination activities; or (v) health related education
whereby the enrollee receives information or instructions critical to the maintenance of their
health or implementing processes for maintaining the enrollee’s health, such as the
administration of a medication. These examples are not the only activities that satisfy the new
regulatory requirement. Encounters may also address any concerns related to the enrollee’s
physical, mental/behavioral health, or overall health status, including functional status. Plans
may also use qualifying encounters — those that meet qualifications as stipulated in this final rule
— that are the result of plan efforts to satisfy state-mandated Medicaid or MTLSS requirements.
We believe many SNPs would already meet this standard in current practice and have sufficient
encounters on at least an annual basis with each enrollee that this new regulation will not be
burdensome. Encounters that are sufficient to meet the regulatory requirement we are finalizing
could occur either through regular visits by the enrollee to a member of the beneficiary’s
interdisciplinary team or through the care coordination process established by the plan’s staff or
contracted plan healthcare providers. We anticipate that, consistent with good clinical practice,
concerns are addressed and any appropriate referrals, follow-up, and care coordination activities
provided or scheduled as necessary as a result of these face-to-face encounters.

We are cognizant that enrollees should have the final authority over their health care and
our proposed regulation text reflected this by requiring that these face-to-face encounters be as
feasible and with the enrollee’s consent. A SNP must comply with this requirement in a manner
that honors any enrollee’s decision not to participate in a face-to-face (either in-person or virtual)
encounter. If an enrollee does not consent to the encounter required by § 422.101(f)(1)(iv), the
plan should document that in order to demonstrate compliance with the regulation. The rule

addresses feasibility barriers to a SNP providing for the required annual encounter, such as



where a SNP enrollee may be non-responsive to plan outreach or the state of the member’s
health (such as if the member is dealing with a hospitalization) prohibits a face-to-face encounter
with the type of provider or staff that are described in the final regulation. In these circumstances,
CMS recognizes that a SNP may not be able to comply with the rule’s mandate of an annual
face-to-face encounter and we intend the “as feasible” standard in the regulation to address such
situations. Since the enrollee has refused or because the SNP could not reach the enrollee after
reasonable attempts, the plan has complied with the requirement despite the lack of a qualified
encounter. However, plans should document the basis or reason that a face-to-face encounter is
not feasible in order to demonstrate that where there are no face-to-face encounters in the year,
that failure is not a violation of the regulation. Note that a feasibility barrier does not include a
SNP having to provide a reasonable accommodation, such as interpreter services, in order for the
enrollee to participate in the encounter.

Lastly, restricting the manner of face-to-face encounters to those that are in-person or as a
visual, real-time, interactive telehealth encounter is consistent with section 1859(f)(5)(B)(ii) of
the Act as amended by section 50311 of the Bipartisan Budget Act of 2018. The statute requires
CMS to set requirements for face-to-face encounters that must happen on an annual basis for C-
SNPs; and in extending that requirement to [-SNPs and D-SNPs, we do not believe there is
reason to develop different standards. For this specific requirement, we believe that a real-time,
interactive, visual telehealth encounter permits face-to-face interaction even though electronic or
telecommunications technology is used to facilitate the encounter. The real-time, interactive,
visual encounter serves the same function and permits sufficiently similar engagement between
the enrollee and the required member of the ICT, the SNP’s case management or care
coordination staff, or other contracted provider of the SNP as an in-person encounter for
purposes of this specific requirement; our regulation here does not address when or how
telehealth encounters may be clinically appropriate or sufficient but only specifically addresses

the need for SNPs to ensure there is one annual encounter of a certain type for each enrollee.



While not all covered services are necessarily appropriate to furnish through electronic means,
MA plans (including SNPs) have broader flexibility in this regard under § 422.135. Therefore,
face-to-face encounters required for all SNPs under this new rule may include visual, real-time,
interactive telehealth encounters. As we noted in the Medicare and Medicaid Programs; Policy
and Technical Changes to the Medicare Advantage, Medicare Prescription Drug Benefit,
Programs of All Inclusive Care for the Elderly (PACE), Medicaid Fee-For-Service, and
Medicaid Managed Care Programs for Years 2020 and 2021 Final Rule (hereinafter referred to
as the April 2019 final rule), we believe MA additional telehealth benefits will increase access to
patient-centered care by giving enrollees more control to determine when, where, and how they
access benefits.

Comment: A few commenters suggested that in the implementation of the face-to-face
encounter requirement that SNPs should be allowed to develop their own technical specifications
for capturing compliance with this requirement. For example, An MAO recommended that
SNPs be allowed to capture verbal confirmation from members or providers of completed face-
to-face encounters from external parties and/or telehealth encounters as evidence of compliance.

Response: CMS believes plans are in the best position to develop the processes and
technical specifications for documenting how they meet this requirement and that a face-to-face
encounter for purpose of satisfying this regulation has taken place. While § 422.101(f)(1)(iv)
imposes some parameters for these encounters, there is a broad range of flexibility for how SNPs
may meet the requirement. However, we clarify that our guidance here is specific to
§ 422.101(f)(1)(iv) and does not address any other Medicare program requirements. Because an
encounter must pertain to the delivery of health care to the enrollee, we encourage SNPs to take
the information from these encounters into account and to document them consistent with how
other health care visits are documented. Lastly, CMS will monitor compliance with the

requirement and consider additional rulemaking if necessary.



Comment: Several commenters suggested the addition of the face-to-face requirement
would create additional reporting burden for plans associated with capturing compliance to the
rule.

Response: We are also cognizant that new regulations sometimes include additional
reporting or record keeping requirements. The final rule does not create any additional, explicit
reporting requirements. However, SNPs are required under § 422.503(b)(4)(vi) to adopt and
implement an effective compliance program, which must include measures that prevent, detect,
and correct non-compliance with CMS' program requirements as well as measures that prevent,
detect, and correct fraud, waste, and abuse. CMS will be monitoring compliance by SNPs with
this requirement. In addition, SNPs should have information about all health care encounters and
deliveries of covered services for many purposes, including: payment to providers for furnishing
services; complying with the existing data submission requirements in § 422.310; and meeting
the requirements of § 422.112(b)(4), which requires procedures for plans and their provider
networks to have the information necessary for effective and continuous patient care and quality
review.

Comment: Several commenters stated that some enrollees lack access to technology that
would provide visual, real-time, interactive telehealth encounter, which may create a barrier to
beneficiary participation in such encounters. Others requested that CMS allow telephonic
encounters to count towards the annual face-to-face requirement under the new regulation.

Response: We are cognizant that enrollees should have the final authority over their
health care and our proposed regulation text reflected this by requiring that these face-to-face
encounters be as feasible and with the enrollee’s consent. First, SNPs have the flexibility to meet
the requirement for a face-to-face encounter, either in-person or virtually. We believe that many
beneficiaries are already meeting the requirement through in-person face-to-face encounters with
qualified healthcare providers, which we believe will create minimal additional burden for plans

implementing this final rule. The final rule does not mandate that SNPs utilize a visual, real-time,



interactive telehealth encounter, though it is a permissible option when appropriate. Second, the
SNP must comply with this requirement in a manner that honors any enrollee’s decision not to
participate in a face-to-face (either in-person or virtual) encounter. If an enrollee does not
consent to the encounter required by § 422.101(f)(1)(iv), the plan should document that in order
to demonstrate compliance with the regulation. The rule addresses feasibility barriers to a SNP
providing for the required annual encounter, such as where a SNP enrollee may be non-
responsive to plan outreach or the state of the member’s health (such as if the member is dealing
with a hospitalization in an out-of-network facility) prohibits a face-to-face encounter. In these
circumstances, CMS recognizes that a SNP may not be able to comply with the rule’s mandate of
an annual face-to-face encounter and we intend the “as feasible” standard in the regulation to
address such situations. By clarifying that a face-to-face encounter for delivery of health care
services by a contracted provider will satisfy this requirement, it seems likely that most SNPs
will be able to meet this requirement for most enrollees, as most enrollees in SNPs receive health
care services at some point each year. If the enrollee has refused or because the SNP could not
reach the enrollee after reasonable attempts, the plan would be considered to have complied with
the requirement despite the lack of a qualified encounter.

This final rule allows many types of face-to-face encounters, including visual, real-time,
interactive telehealth encounters, to suffice for meeting the requirement. We do not believe that
telephonic encounters should count towards the fulfilling the requirements of § 422.101(f)(1)(iv)
for several reasons. First, the statute at section 1859(f)(5)(B)(i1) of the Act is specific in requiring
that the encounters provided annually must be face-to-face with individuals enrolled in the plan.
An audio-only encounter does not meet the statutory requirement that the encounter be face-to-
face. Even though the statutory requirement is for C-SNPs, we believe that requiring all SNPs to
meet this standard is appropriate in light of the health care needs and characteristics of the other
populations of special needs individuals. Second, an audio-only encounter does not permit the

provider to see the patient to use visual clues (for example, bruising, physical symptoms, or lack



of focus) that could indicate something is wrong with the patient. This is a requirement for only
one visit of this type a year and does not prohibit the use of audio-only encounters when those
are appropriate for addressing other health care needs or visits. Further, for enrollees who do not
use telehealth or lack the technological resources for such encounters, in-person delivery of
health care services from one of the types of providers described in the regulation satisfies this
requirement; there is no requirement for telehealth-based encounters to be used instead of in-
person encounters. However, we will continue to monitor the ability of beneficiaries to take part
in virtual encounters, the applicability of non-telephonic face-to-face encounters, and to assess
the adequacy of substituting telephonic encounters in addition to the set of qualifying face-to-
face encounters for I-SNPs and D-SNPs through future rulemaking.

After consideration of the comments and for the reasons outlined in the response to
comments and in the proposed rule, we are finalizing § 422.101(f)(1)(iv) regarding face-to-face
encounters substantially as proposed, but with modifications to clarify that the required face-to-
face encounters pertain to the delivery of certain kinds of services (health care or care
coordination services or care management) and must be with a contracted health care provider or
certain SNP staff (a member of the enrollee’s interdisciplinary team or the plan’s case
management and coordination staff). In addition, our final regulation text at paragraph (f)(1)(iv)
is somewhat reorganized from the proposed rule to improve the readability of the provision.

3. Health Risk Assessments and the SNP Enrollee’s Individualized Care Plan

We proposed to codify the requirement in section 1859(f)(5)(B)(iii) of the Act that, as
part of the C-SNP model of care, the results of the initial assessment and annual reassessment
required for each enrollee be addressed in the individual’s individualized care plan. We also
proposed to extend this requirement to the model of care for all SNPs in revisions to
§ 422.101(f)(1)(1). Currently, MA organizations offering SNPs must conduct a comprehensive
initial health risk assessment of the individual's physical, psychosocial, and functional needs as

well as an annual HRA, using a comprehensive risk assessment tool that CMS may review



during oversight activities. The proposed revision to paragraph (f)(1)(i) would also require the
MA organization to ensure that results from the initial assessment and annual reassessment
conducted for each individual enrolled in the plan are addressed in the individual’s
individualized care plan required under § 422.101(f)(1)(ii).

We received the following comments and our responses follow:

Comment: Several commenters sought clarification concerning what type of information
must be included in the ICP from the HRA. In addition, a few commenters wanted to know what
information plans could omit from the ICP while adhering to the regulation. Another commenter
asked if D-SNPs would be permitted to align the HRA with other beneficiary assessments that
some D-SNPs are required to submit for a state’s requirement that enrollees be assessed as to
Medicaid managed long-term services and supports (MLTSS) needs.

Response: Existing CMS guidance addresses the first part of these comments —
pertaining to the information from the HRA that must be incorporated into the ICP —and that
guidance is consistent with the regulatory provision being finalized at § 422.101(f)(1)(i). Chapter
5 of the Medicare Managed Care Manual, section 20.2.2, addresses how each SNP’s MOC
includes a clear and detailed description of the policies and procedures for completing the health
risk assessment tool (HRAT).> Because this existing guidance adequately describes how
information from the annual HRA is incorporated into the enrollee’s ICP, the guidance remains
applicable. Part of NCQA'’s review of SNP MOC:s is an evaluation of MOC 2, Element B, which
includes the following subfactors:

» How the organization uses the HRAT to develop and update the Individualized Care
Plan (ICP) for each beneficiary (Element 2C).

* How the organization disseminates the HRAT information to the Interdisciplinary Care

Team (ICT) and how the ICT uses that information (Element 2D).

5 Please see Chapter 5 of the MMCM, which can be found at: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/mc86c05.pdf



» How the organization conducts the initial HRAT and annual reassessment for each
beneficiary.

* The detailed plan and rationale for reviewing, analyzing and stratifying (if applicable),
the HRA results.

Under Element B, the content of and methods used to conduct the HRAT have a direct effect on
the development of the ICP and ongoing coordination of ICT activities. The HRAT must assess
the medical, functional, cognitive, psychosocial and mental health needs of each SNP
beneficiary, as noted in Chapter 5 of the MMCM, section 20.2.2.

To meet the requirements of the first 2 factors of MOC 2, Element B, the SNP’s MOC
must include a description of how the HRAT is used to develop and update, in a timely manner,
the ICP for each beneficiary and how the HRAT information is disseminated to and used by the
ICT. Under factor 3, the description must include the methodology used to coordinate the initial
and annual HRAT for each beneficiary (for example, mailed questionnaire, in-person
assessment, phone interview) and the timing of the assessments. There must be a provision in the
MOC for reassessing beneficiaries if and when warranted by a health status change or care
transition (for example, hospitalization or a change in medication. The SNP must describe in the
MOC the SNP’s process for attempting to contact beneficiaries and have them complete the
HRAT, including provisions for beneficiaries that cannot or do not want to be contacted or
complete the HRAT. This approach in our current guidance provides plans the flexibility to
develop an ICP that is appropriate for each beneficiary based on and using HRA information; the
requirement added to § 422.101(f)(1)(i) that each SNP ensure that results from the initial
assessment and annual reassessment conducted for each enrollee are addressed in the
individual’s individualized care plan would be met by a SNP that does these things in its
development of the MOC and the ICP. CMS intends to implement and enforce the revisions to
§ 422.101(f)(1)(1) consistent with existing CMS guidance regarding the information from the

HRA and HRAT that must be incorporated into the ICP.



We understand that some D-SNPs may be required to complete and use other
assessments related to the Medicaid program. Integrated D-SNPs may choose to combine
Medicaid and Medicare assessments as long as the assessment includes a review of the medical,
functional, cognitive, psychosocial and mental health needs of each SNP beneficiary and is
described in the MOC. Other assessments may (or may not) require the same elements or scope
as the HRA required of MA SNPs so alignment and overlap of the assessments and how they are
used depends on the specifics of each situation. As we implement § 422.101(f)(1)(1), we will
continue to monitor the alignment of multiple assessments on SNP enrollees to determine
whether further rulemaking is necessary. However, plans have created an HRA process as part
of their approved MOC in the past, so we do not anticipate that SNPs will have difficulty
complying with the changes we are finalizing to § 422.101(f)(1)(i). To the extent that there is
overlap and the HRA required by § 422.101(f)(1)(ii1) can be aligned with other assessments
conducted by the SNP, the MOC should include a description of that alignment, consistent with
the standards in MOC 2, Element B of Chapter 5, § 20.2.2.

We believe the current factors outlined in MOC 2, Element B allows SNPs the flexibility
to align a MOC-approved HRAT with other assessment tools (as noted above), and is consistent
with the intent of the changes being finalized here in § 422.101(f)(1)(i). Current guidance will
be the basis for how CMS will implement and enforce § 422.101(f)(1)(i) to ensure that SNPs
incorporate and address the results from the initial assessment and annual reassessment
conducted for each individual enrolled in the individual’s individualized care plan.

After consideration of the comments and for the reasons outlined in the response to
comments and in the proposed rule, we are finalizing the amendment to § 422.101(f)(1)(i) as
proposed without modification.

4. SNP Fulfillment of the Previous Year’s MOC Goals
We also proposed to codify the requirement in section 1859(f)(5)(B)(iv) of the Act that

the evaluation and approval of the model of care take into account whether the plan fulfilled the



previous MOC’s goals and to extend this evaluation component to all SNP models of care, rather
than limiting it to C-SNPs. We proposed new regulation text at § 422.101(f)(3)(i1) to provide
that, as part of the evaluation and approval of the SNP model of care, NCQA must evaluate
whether goals were fulfilled from the previous model of care and plans must provide relevant
information pertaining to the MOC’s goals as well as appropriate data pertaining to the
fulfillment of the previous MOC’s goals. Under our proposal, if the SNP MOC did not fulfill the
previous MOC'’s goals, the plan must indicate in its MOC submission how it will achieve or
revise those goals for the plan’s next MOC. We also proposed to move an existing regulation at
§ 422.101(f)(2)(vi) that requires all SNPs to submit their MOC to CMS for NCQA evaluation
and approval in accordance with CMS guidance to a new paragraph at § 422.101(f)(3); our
proposed paragraph (f)(3)(1) contains the same language as current § 422.101(f)(2)(vi).

We also proposed at paragraph (f)(3)(i1)(A) through (C) specific provisions regarding
how NCQA would evaluate the MOC in terms of achievement of goals from the prior MOC. We
explained how we intended that NCQA would determine whether each SNP, as part of NCQA’s
process for evaluation and approval of MOCs, provided adequate information to perform the
evaluation required by § 422.101(f)(3)(ii) as well as whether the SNP met goals from the
previous MOC submission. After stating that it is implicit in the evaluation of the MOC and the
requirement for the SNP to submit relevant information that the information submitted by the
SNP must be adequate for NCQA to use to evaluate the MOC, we solicited comment whether
more explicit requirements on this point should be part of the regulation text.

We received the following comments on the proposal regarding evaluation of outlining
and fulfillment of the MOC’s goals and our responses follow:

Comment: CMS received several suggestions related to providing information for
evaluation whether the SNP achieved the goals from the prior MOC. One commenter proposed
CMS look to the Healthcare Effectiveness Data and Information Set (HEDIS) reporting and

measures for direction. Another commenter suggested that CMS evaluate plan performance



monitoring and evaluation metrics included in the MOC, and not goals included in the Individual
Care Plan.

Response: We appreciate these suggestions as to the type and scope of information that
should be used to evaluate whether a SNP has fulfilled the goals of its prior MOC. We clarify
that it is the goals of the MOC (and whether those goals have been met) and not the goals of the
ICP that are to be evaluated by NCQA under § 422.101(f)(3)(ii) as proposed and finalized.

We explained in the proposed rule that proposed § 422.101(f)(3)(ii) would align with our
current guidance on the MOC submission and review process regarding SNP fulfillment of goals
and summarized the current review process. (85 FR 9016) This includes the type of information
submitted by SNPs and used by NCQA in evaluating whether the goals of a prior MOC have
been fulfilled. Currently, all SNPs are required to identify and clearly define measurable goals
and health outcomes as part of their model of care under MOC 4, Element B: Measurable Goals
and Health Outcomes for the MOC, as addressed in Chapter 5 of the MMCM. It is critical for all
SNPs to use the results of the quality performance indicators and measures to support ongoing
improvement of the MOC, and all SNPs should continuously assess and evaluate plan quality
outcomes. This is reflected in current guidance in Chapter 5, § 20.2.2 of the Medicare Managed
Care Manual. MOC 4, Element B currently contains the following subfactors:

* Identify and define the measurable goals and health outcomes used to improve the
health care needs of SNP beneficiaries.

* Identify specific beneficiary health outcome measures used to measure overall SNP
population health outcomes at the plan level.

» Describe how the SNP establishes methods to assess and track the MOC’s impact on
SNP beneficiaries’ health outcomes.

» Describe the processes and procedures the SNP will use to determine if health outcome
goals are met.

» Explain the steps the SNP will take if goals are not met in the expected timeframe.



The measures identified in the MOC as part of addressing these subfactors are the measures that
should be used in evaluating whether the goals of the prior MOC have been fulfilled. Current
CMS guidance permits the SNP to identify and describe the measures and data used by the SNP
and does not require specific quality measures, such as HEDIS, be used. SNPs may use data and
quality performance that CMS measures for the Star Ratings program or through the HEDIS
surveys (or other surveys and required quality performance data) but are not limited to those
measures and data sources. Subfactors 3 and 4 of Element B provide for descriptions of how the
SNP assesses and tracks the impact of the MOC and determines if health outcome goals are met.
As proposed and finalized, paragraph (f)(3)(ii)(A) does not list specific types of data or
information but requires submission of relevant information pertaining to the MOC’s goals and
whether those goals were fulfilled. For example, a SNP may submit plan-level health or clinical
goals such as controlling diabetes or improving mental health screening access, and provide data
showing progress towards these goals. This means that the type and scope of data required are
tied to what the MOC'’s goals are and how the previous MOC addressed MOC 4, Element B. At
a minimum, the data and measures described in the previous MOC should be submitted under §
422.101(f)(3)(i1)(A) for determining whether the MOC’s goals have been fulfilled but other data
may be relevant and pertinent. We expect SNPs to make reasonable determinations about what
other data could be submitted as relevant and pertinent for the NCQA evaluation that is required
under § 422.101(f)(3)(ii).

For SNPs submitting their initial MOC, NCQA will evaluate the information under MOC
4 Element B as whether the SNP has set clearly definable and measurable goals and health
outcomes in the MOC for the upcoming MOC period of performance. For the following
submission year, the SNP MOC will be evaluated on whether the measurable goals and health
outcomes set in the initial MOC were achieved. We proposed specific regulation text at
§ 422.101(f)(3)(11)(B) that plans submitting an initial model of care must provide relevant

information pertaining to the MOC’s goals for review and approval and are finalizing that



provision. This new regulation is consistent with our existing regulation and we intend that
similar standards will be used going forward as those that are used now regarding the amount of
information required from SNPs.

Comment: CMS received several comments expressing concern regarding the
incorporation of MOC performance information and data from the previous MOC into the next
submission. Commenters noted that plans would need to have complete information on the
achievement of goals from the previous year before submission of the next year’s MOC in order
to meet the new requirement 42 CFR 422.101(f)(3)(ii), and that this short timeframe may prevent
plans from being able to provide a complete representation of their performance from the
previous year. Others sought further clarification regarding how plans should operationalize the
regulation or specific metrics to be evaluated by NCQA.

Response: While we understand the commenters’ concern about sufficient information
being available each year about the previous year’s MOC and performance, we believe that
SNPs and NCQA can meet the requirements of the regulation. For SNPs submitting a MOC
renewal after one year (because an annual review and approval is necessary), preliminary data
from the immediately prior year can provide evidence to the level of fulfillment of the previous
MOC'’s goals. For many I-SNPs and D-SNPs, they will be able to share findings from multiple
years of data as part of this requirement because their MOCs will not necessarily need to be
reviewed and approved on an annual basis. C-SNPs, which must submit annually under section
1859(f)(5)(B)(iv) of the Act, will be able to select preliminary findings each year from measures
that provide evidence of progress on the MOC’s goals. Further, for goals that are tied to building
on prior performance or making incremental progress in the same or similar area each year,
information about performance in more than one prior year may be relevant and pertinent to
show how the SNP is fulfilling the MOC’s goals. Under MOC 4, Element B of the MOC, SNPs
must currently provide a description of the processes and procedures the plan will use to

determine if health outcome goals are met. By sharing the findings from these processes, SNPs



can outline achievable steps toward long term goals so that small steps using limited data year to
year can be evaluated. Therefore, we believe that SNPs can effectively demonstrate progress to
meet the requirements of § 422.101(f)(3)(ii).

As proposed and finalized, § 422.101(f)(3)(i1) requires, as part of the evaluation and
approval of the SNP model of care, that NCQA evaluate whether goals were fulfilled from the
previous model of care. To serve this purpose, the regulation also requires that:

* Plans must provide relevant information pertaining to the MOC’s goals as well as
appropriate data pertaining to the fulfillment the previous MOC’s goals.

* Plans submitting an initial model of care must provide relevant information pertaining
to the MOC’s goals for review and approval.

« If the SNP model of care did not fulfill the previous MOC’s goals, the plan must
indicate in the MOC submission how it will achieve or revise the goals for the plan’s next MOC.

In each MOC submission and evaluation of the MOC, the SNP must be able to
demonstrate that it is continuing to work towards achieving the MOC goals even if the SNP
requires additional time or metrics to evaluate the progress. Each MOC should reflect
modification of the SNP’s strategies to meet the goals of the MOC as needed. Again, under
MOC 4 Element B, SNPs are currently submitting health outcome measures used to measure
overall SNP population health outcomes at the plan level. SNPs may submit final or preliminary
findings from these measures in order to provide evidence of progress as part of each MOC
submission.

Comment: Several commenters questioned the applicability of the proposed regulation to
D-SNPs and stated that dual eligible enrollees experience changes in eligibility based on their
Medicaid status, which the commenters stated impacts the plan’s ability to implement and
operationalize the MOC.

Response: First, we believe that the process for setting health outcome goals and

choosing a set of measures to determine progress permits all SNPs, including D-SNPs, to select



measures that make sense for the population that the plan serves in so far as those measures
speak to benchmarks, specific time frames, and how achieving those goals will be determined. A
SNP that believes it suffers from disproportionate rates of disenrollment can seek to align
outcome measures in a way that recognizes these perceived challenges; however, any measures
that the plan selects must be approved by NCQA as part of the MOC approval process. Second,
we also believe that the extension of the provision in this rule requiring fulfillment of the
previous MOC’s goals is consistent with current MOC approval requirements as outlined in
Chapter 5, section 20.2.2 (Model of Care Scoring Criteria), as applied currently to all MOC
types. The goal of performance improvement and quality measurement is to improve the SNP’s
ability to deliver high-quality health care services and benefits to its SNP enrollees; our
commitment to this is reflected in how it is explicitly stated in section 20.2.2 under MOC 4:
MOC Quality Measurement and Performance Improvement, Element B: Measurable Goals and
Health Outcomes for the MOC. This goal may be achieved as a result of increased organizational
effectiveness and efficiency through incorporation of quality measurement and performance
improvement concepts that drive organizational change. The leadership, managers and governing
body of a SNP must have a comprehensive quality improvement program in place to measure its
current level of performance and determine if organizational systems and processes must be
modified, based on performance results.

In addition, section 20.2.2 of Chapter 5 of the Medicare Managed Care Manual provides
additional information for plans to identify and clearly define measurable goals and health
outcomes for the MOC in listing the five subfactors for Element B of MOC 4. Under factor 1, the
SNP’s description of measurable goals must include benchmarks, specific time frames, and how
achieving goals will be determined. For factor 2, the SNP must include the specific data sources
it will use for measurement for the stated health outcome measures. SNPs have flexibility in
setting health outcome goals, particularly flexibility to align those goals with the population

being served by the plan, but such measures must be approved by NCQA in its review of the



MOC. The rule we are finalizing at § § 422.101(f)(3)(i1) maintains the current level of flexibility
for different SNP types in setting goals and the measures and data used to determine if the goals
are met. By allowing such flexibilities, the regulation permits SNPs to take into account unique
challenges facing their plan (such as potential changes in enrollment due to changes in eligibility
for enrollees) and to set goals that allow SNPs to measure progress against these challenges.

For factor 2, the SNP must identify in the MOC the specific data sources it will use for
measurement for the stated health outcome measures. We believe that the process for setting
health outcome goals and choosing a set of measures to determine progress permits D-SNPs, and
all SNPs, to select measures that makes sense for the population of beneficiaries that the plan
serves in so far as those measures speak to benchmarks, specific time frames, and how achieving
goals will be determined. The regulation we are finalizing at § 422.101(f)(3)(i1) maintains the
level of flexibility for different SNP types as it is currently constructed through NCQA’s MOC
approval process. By allowing such flexibilities, plans can take into account unique challenges
facing their plan and to set goals that allow SNPs to measure progress against these challenges.

After consideration of the comments and for the reasons outlined in the response to
comments and in the proposed rule, we are finalizing the amendment to § 422.101(f)(3)(ii) as
proposed without modification.

5. Establishing a Minimum Benchmark for Each Element of the SNP Model of Care

Finally, we proposed a new regulation at § 422.101(f)(3)(ii1) imposing the requirement
that benchmarks for each MOC element set by CMS must be met for a MOC to be approved.
Section 1859(f)(5)(B)(v) of the Act requires that the Secretary establish a minimum benchmark
for each element of the C-SNP model of care and that the MOC can only be approved if each
element meets a minimum benchmark. We proposed to implement this requirement and a
minimum 50% benchmark for all SNP models of care because medically complex conditions are
found in enrollees across all SNP types and implementation of the benchmark requirement only

for C-SNPs would be operationally challenging for MA organizations that operate more than one



SNP. In the proposed rule, we stated that each SNP model of care would be evaluated based on
a minimum benchmark for each of the four elements and how that was consistent with our
current policy. Currently, each subfactor of a MOC element is valued at 0-4 points with the
score of each element based on the number of factors met for that specific element; the aggregate
total of all possible points across all elements equals 60, which is then converted to percentage
scores based on the number of total points received. We proposed that each element of the MOC
must meet a minimum benchmark of 50 percent of total points as allotted, and a plan’s MOC
would only be approved if each element of the model of care meets the applicable minimum
benchmark.

We received the following comments and our responses follow:

Comment: CMS received several comments that, while receptive to the establishment of
the minimum benchmark as proposed, were concerned about the timing of the implementation of
the rule. Commenters sought implementation to begin in Contract Year 2022.

Response: We are finalizing the changes to § 422.101(f) as being applicable for contract
year 2023 and subsequent years. While this final rule will have an earlier effective date, making
these provisions applicable for the period beginning January 1, 2023 provides time for MA
organizations to plan and time for NCQA to implement these new standards for use in evaluating
MOC:s developed and submitted for 2023. Plans that are required to submit MOCs for contract
year 2022 are due to submit MOCs by February 17, 2021; those submissions will be evaluated
based on the regulations in effect at that time (that is, without the amendments adopted here) and
SNPs must implement and comply with their approved MOCs in connection with coverage in
2022. Moving the applicable implementation of the SNP MOC provisions to contract year 2023
will allow SNPs and CMS to construct the necessary processes for the full implementation and
enforcement of this final rule. When MOC:s for contract year 2023 are submitted for review and
approval in early 2022, the regulations in this final rule will be used to evaluate those MOCs for

approval.



Comment: A number of commenters asked for additional clarity regarding how CMS
will implement the scoring of each MOC sub-element.

Response: First, we clarify that NCQA evaluates and scores the MOC:s, as part of the
NCQA approval requirement that has been in place since 2012 and that will be codified at
§ 422.101(f)(3) under this final rule. Second, we intend that scoring using the 50 percent
benchmarks will be consistent with how MOC:s are evaluated and scored now with the addition
that the MOC submitted by the SNP must score at least 50% on each element; the scope, content
and number of elements and the points available for each element remain the same as outlined in
Chapter 5 of the Medicare Managed Care Manual, section 20.2.2.

Currently, the MOC narrative in Chapter 5 addresses four overarching categories: (1)
Description of the SNP Population, (2) Care Coordination, (3) SNP Provider Network, and (4)
MOC Quality Measurement & Performance Improvement. Each of the four categories is then
comprised of a set of required elements, such as Element B: Subpopulation—Most Vulnerable
Beneficiaries under the MOC 1 category. These elements and their various factors are reviewed
and scored by NCQA and contribute to the overall score for that element. All total, there are 15
elements among the 4 MOC categories. A full list of categories, elements, and factors, as well as
additional guidance pertaining to MOC submission requirements and structure, can be found in
Chapter 5 of the MMCM. As we explained in the proposed rule, there are a total of 60 points
available, across all categories and elements. Each element is scored by NCQA on a range of 0
to 4. To meet the new standard at § 422.101(f)(3)(iii), each MOC must earn at least 2 points for
each element.

As proposed and finalized, § 422.101(f)(3)(ii1) does not alter the current characteristics or
the number of categories, elements, and factors and the mandatory benchmarks will be applied at
the element level. For example, the category MOC 2: Care Coordination is made up of five
elements:

* Element A: SNP Staff Structure;



» Element B: Health Risk Assessment Tool (HRAT);
* Element C: Individualized Care Plan (ICP);

» Element D: Interdisciplinary Care Team (ICT); and

Element E: Care Transition Protocols.

A SNP will need to meet a minimum benchmark score of 50 percent for each of Elements A-E.
Failing to meet the minimum score in any one element would result in disapproval of the MOC
by NCQA during the first round of evaluation. The current process and procedures for the
evaluation is not changing under this final rule, so the SNP would be able to resubmit a revised
MOC during the cure period after having an opportunity to address the failures identified by
NQCA and to revise how the MOC addresses the applicable element(s).

Starting with the MOC for contract year 2023, each SNP will need to meet a minimum
benchmark score of 50 percent for each element, and a plan’s model of care will only be
approved if each element of the model of care meets the minimum benchmark. CMS and NCQA
will provide an overview of any category and/or element deficiencies in our correspondence to
plans at the completion of NCQA’s MOC evaluation. In addition, each SNP MOC will need to
meet an overall score in order to meet NCQA approval, as is the case now.

Comment: CMS received one comment concerned that the introduction of this new
scoring process at the element level would potentially derail an otherwise worthy MOC
submission.

Response: We believe the final rule is largely consistent with existing regulations and
guidance regarding review of SNP MOC standards as plans already receive scores at the element
level, though under our current policy approval is based only on the aggregate score.. However,
use of minimum benchmarks for each element serves important policy goals by ensuring that
each MOC is minimally compliant and that each MOC addresses all of the elements. We also
have concerns that the current system potentially allows a MOC to pass while containing a

significant deficiency in a specific element. We believe continued guidance and training by CMS



and NCQA will mitigate disruption that may stem from the changes associated with the new
scoring process under § 422.101(f)(3)(ii1).

As we noted in the proposed rule, we anticipate that there will be some impact to the
number of MOC submissions that will not pass NCQA’s initial MOC review. Looking at MOC
score data for contract year 2020, our proposed element benchmark of 50 percent would have
impacted 20 of the 273 MOCs submitted, or 7.3 percent. Meaning 20 of the 273 MOCs in 2020
would have been required to resubmit during the cure period of the approval process. For
comparison, for contract year 2020, under our current aggregate scoring system, seven plans
were required to submit revised MOCs based on the current scoring system and an additional
seven plans decided to withdraw their MOCs before the revision process, for a total of 14 MOCs.
CMS intends to work with NCQA to ensure that the transition for SNPs to using the new scoring
benchmarks for each element is as seamless as possible. Further, the cure period will provide an
opportunity to make revisions to address deficiencies identified by NCQA for SNPs that must
submit their MOCs for review and approval by NCQA for 2023.

Comment: A commenter expressed concerns that the amended scoring process would be
particularly problematic for D-SNPs that enroll beneficiaries with significant and complex
medical and social needs.

Response: We believe the MOC review and approval processes are structured to provide
a uniform apparatus that already takes into account differences among SNP types and the
populations that they serve. As a quality improvement tool, the MOC acts as an important
roadmap for ensuring that the unique needs of SNP enrollees are addressed and is a fundamental
component of SNP quality improvement. NCQA uses a review process that scores a MOC based
on how well a plan has addressed process details and narrative descriptions. Each MOC renewal
is an opportunity for a SNP to plan for, lay out, and implement improvements to its processes for
each specific element and factor. Even when the MOC guidelines focus on quality improvement

and enrollee health outcomes, the MOC review is centered on the SNP’s processes and



procedures used to determine if those health outcome goals are met. Under the MOC rubric,
CMS does not intend for SNPs to meet specific metric thresholds denoting quality. For example,
under MOC, Element B, factor 4, the MOC must describe how it determines if the goals
described in factor 1 are met rather than address performance on a specific metric set by CMS.
Regardless of SNP type, NCQA applies the review standards uniformly across each MOC
submission under this regulation.

Comment: A commenter noted concern that the MOC benchmark was duplicative of the
reporting and tracking of plan performance under the Star Rating system.

Response: The MOC requirement is distinct from the goals and purpose of the Star
Ratings system so even though there may be some overlap in MA organization and SNP
processes in order to successfully implement the MOC and achieve high Star Ratings, we do not
believe that these are duplicative or that one should be eliminated in favor of the other.

Section 1859(f)(5)(A)(1) of the Act requires that all SNPs be approved by NCQA based
on standards developed by the Secretary; this requirement was added by section 164 of the
Medicare Improvements for Patients and Providers Act (hereinafter referred to as MIPPA) (Pub.
L. 110-275) and became effective with the 2012 contract year. As provided in §§ 422.4(a)(1)(iv),
422.101(f), and 422.152(g), the NCQA approval process is based on evaluation and approval of
the SNP MOC. Therefore, all SNPs must submit their MOCs to CMS for NCQA evaluation, and
an MA organization must develop separate MOCs to meet the needs of the targeted population
for each SNP type it offers. NCQA, based on guidance from CMS, has applied scoring standards
applicable to all SNP types. The MOC is a forward-looking tool used by SNPs to design
processes to perform and improve their performance over a set time period. The Star Ratings
system, on the other hand, is used to measure and provide comparative information about the
performance of MA organizations on defined measures. Under sections 1853(0) and 1854(b) of
the Act, Star Ratings are used in determining payment and beneficiary rebates for MA plans;

CMS has adopted provisions, at §§ 422.504(a)(17) and 423.505(a)(26), to use historical,



sustained poor performance on the Star Ratings to evaluate compliance with MA and Part D
program requirements and, thus, whether an MA contract should be terminated. In this way, the
Star Ratings are retrospective and provide information about past performance, not the MA
organization’s intentions or plans for improvement and to address enrollee needs in the coming
year. Even if past performance can sometimes predict future performance, the Star Ratings
program is not the duplicative of a quality improvement program like the MOC. There are other
differences between the Star Ratings program and the MOC review and approval process, but
these differences in purpose are fundamental and sufficient to conclude that it is appropriate to
use a minimum benchmark for approval of all SNP MOCs. Therefore, we are finalizing

§ 422.101(f)(3)(iii) as proposed to require use of a 50 percent minimum benchmark for each
MOC element.

After consideration of the comments and for the reasons outlined in the proposed rule and
our responses to comments, we are finalizing amendments to § 422.101(f)(1) introductory text,
(H(1)(1), (H(1)(1ii), and (f)(2) introductory text and adding § 422.101(f)(1)(iv) and (f)(3). These
provisions are finalized substantially as proposed with a modification in paragraph (f)(1)(iv) to
set standards for the required face-to-face encounter.

B. Coverage Gap Discount Program Updates (§8§ 423.100 and 423.2305)

We proposed to amend our regulations at §§ 423.100 (definition of applicable drug) and
423.2305 (determination of coverage gap discount) to reflect changes to the relevant statutory
provisions made by the BBA of 2018. Sections 53113 and 53116 of the BBA of 2018 amended
section 1860D-14A of the Act to (a) increase the coverage gap discount for applicable drugs
from 50 to 70 percent of the negotiated price beginning in plan year 2019, and (b) revise the
definition of an applicable drug to include biosimilar biological products, also beginning in plan
year 2019.

Specifically, section 53116 of the BBA of 2018 revised the definition of “discounted

price,” meaning the price provided to the beneficiary, in section 1860D-14A(g)(4)(A) of the Act



to mean, for a plan year after 2018, 30 percent of the negotiated price. This means that the
coverage gap discount is 70 percent, rather than 50 percent. To make our regulations consistent
with this change, we proposed to amend the definition of “applicable discount” in § 423.2305 to
provide that, with respect to a plan year after plan year 2018, the applicable discount is 70
percent of the portion of the negotiated price (as defined in § 423.2305) of the applicable drug of
a manufacturer that falls within the coverage gap and that remains after such negotiated price is
reduced by any supplemental benefits that are available.

Section 53113 of the BBA of 2018 amended section 1860D-14A(g)(2)(A) of the Act to
specify that biological products licensed under subsection (k) of section 351 of the Public Health
Service Act (that is, biosimilar and interchangeable biological products) are excluded from the
coverage gap discount program only with respect to plan years prior to 2019. Accordingly, CMS
has treated biosimilar biological products as applicable drugs under the Discount Program since
2019. Therefore, we proposed to revise the definition of applicable drug at § 423.100 to specify
that such biological products are excluded only for plan years prior to 20199,

We received four comments on our proposal. The two comments that were within the
scope of the rule were supportive of the proposed changes. Therefore, we are finalizing the
regulatory change as proposed to amend the definition of “applicable discount” in § 423.2305 to
increase the applicable discount from 50 to 70 percent of the negotiated price beginning in 2019,
and to revise the definition of applicable drug at § 423.100 such that biosimilar biological
products are excluded only for plan years before 2019. As previously noted, these changes are
being made to update the regulations to reflect statutory and operational changes that became

effective in 2019.

6 Unless our policy specifically distinguishes biosimilar biological products from interchangeable biological
products, we use the term “biosimilar biological product(s)” in this preamble to reference biosimilar or
interchangeable (when such products become available) biological products.



C. Part D Income Related Monthly Adjustment Amount (IRMAA) Calculation Update for Part

D Premium Amounts (§ 423.286)

Section 3308 of the Affordable Care Act amended section 1860D-13(a) of the Act and
established an income-related monthly adjustment amount for Medicare Part D (hereinafter
referred to as Part D-IRMAA) for beneficiaries whose modified adjusted gross income (MAGI)
exceeds the same income threshold amount tiers established under section 1839(i) of the Act
with respect to the Medicare Part B income-related monthly adjustment amount (Part B-
IRMAA). The Part D-IRMAA is an amount that a beneficiary pays in addition to the monthly
plan premium for Medicare prescription drug coverage under the Part D plan in which the
beneficiary is enrolled when the beneficiary’s MAGI is above the specified threshold.

The Part D-IRMAA income tiers mirror those established for the Part B-IRMAA. As
specified in section 1839(i) of the Act, when the Part B-IRMAA went into effect in 2007,
individuals and joint tax filers enrolled in Medicare Part B whose modified adjusted gross
income exceeded $80,000 and $160,000, respectively, were assessed the Part B-IRMAA on a
sliding scale. As specified in section 1839(i)(5) of the Act, each dollar amount within the income
threshold tiers shall be adjusted annually based on the Consumer Price Index (CPI). As a result
of the annual adjustment, for calendar year 2010, the income threshold amounts had increased to
reflect four income threshold amount tiers for individuals and joint tax filers whose modified
adjusted gross income exceeded $85,000 and $170,000, respectively. (We note that section 3402
of the Affordable Care Act froze the income thresholds for 2011 through 2019 at the level
established for 2010.)

Consistent with section 3308 of the Affordable Care Act, the Part D-IRMAA is
calculated using the Part D national base beneficiary premium (BBP) and the applicable

premium percentage (P) as follows: BBP x [(P - 25.5 percent)/25.5 percent]. The premium



percentage used in the calculation will depend on the level of the Part D enrollee’s modified
adjusted gross income.

Section 3308 of the Affordable Care Act required CMS to provide the Social Security
Administration (SSA) with the national base beneficiary premium amount used to calculate the
Part D-IRMAA no later than September 15 of each year, starting in 2010. Also, effective in
2010, CMS must provide SSA no later than October 15 of each year, with: (1) the modified
adjusted gross income threshold ranges; (2) the applicable percentages established for Part D-
IRMAA in accordance with section 1839 of the Act; (3) the corresponding monthly adjustment
amounts; and (4) any other information SSA deems necessary to carry out Part D-IRMAA.

To determine a beneficiary’s IRMAA, SSA considers the beneficiary’s MAGI, together
with their tax filing status, to determine the percentage of the: (1) unsubsidized Medicare Part B
premium the beneficiary must pay; and (2) cost of basic Medicare prescription drug coverage
that the beneficiary must pay.

Since the implementation of the Part D-IRMAA in 2011, subsequent revisions to the
statute have modified the associated income tiers used in IRMAA calculations:

» Section 402 of the Medicare Access and CHIP Reauthorization Act (MACRA) of 2015,
revised the income thresholds for the Part B- and Part D-IRMAA income groups such that
beneficiaries with incomes greater than $85,000 but not more than $107,000 were required to
pay 35 percent of Part B and Part D program costs; beneficiaries with incomes greater than
$107,000 but not more than $133,500 would pay 50 percent of Part B and Part D program costs;
beneficiaries with incomes greater than $133,500 but not more than $160,000 would pay
65 percent of Part B and Part D program costs; while beneficiaries with incomes greater than
$160,000 were required to pay 80 percent of Part B and Part D program costs.

» Section 53114 of the Bipartisan Budget Agreement (BBA) of 2018 revised the income

thresholds again such that, beginning in 2019, beneficiaries with incomes greater than $500,000



($750,000 for joint tax filers) are required to pay 85 percent of program costs (an increase from
80 percent).

We proposed to revise § 423.286(d)(4)(ii) for consistency with the changes made by
section 53114 of the BBA of 2018 and to make other technical changes to ensure that the
calculations used in the methodology for updating Part D-IRMAA are described correctly. We
proposed to remove the language “the product of the quotient obtained by dividing the applicable
premium percentage specified in § 418.2120 (35, 50, 65, or 80 percent) that is based on the level
of the Part D enrollee’s modified adjusted gross income for the calendar year reduced by
25.5 percent and the base beneficiary premium as determined under paragraph (c) of this
section” and replace it with “the product of the standard base beneficiary premium, as
determined under paragraph (c) of this section, and the ratio of the applicable premium
percentage specified in 20 CFR § 418.2120, reduced by 25.5 percent; divided by 25.5 percent
(that is, premium percentage-25.5)/ 25.5).”

We received no comments on this proposal and are finalizing the proposed revisions to
§ 423.286(d)(4)(i1) without modification. Although we are finalizing this provision as applicable
60 days after publication, it codifies current policies so we anticipate that there will be no change
in operations or administration of the MA and Part D programs and encourage MA organizations
and Part D sponsors to take this final rule into account immediately. We note that the revisions to
this provision that we are finalizing in this final rule simply codify the Part D-IMRAA

calculation that is currently used by SSA.



III. Implementation of Several Opioid Provisions of the Substance Use-Disorder
Prevention that Promotes Opioid Recovery and Treatment (SUPPORT) for Patients and
Communities Act

A. Mandatory Drug Management Programs (DMPs) (§ 423.153)

Section 2004 of the SUPPORT Act requires that all Part D sponsors must have
established DMPs no later than January 1, 2022. We proposed to amend regulatory language at
§ 423.153(f) to reflect this requirement. As discussed in the proposed rule preamble, the
Overutilization Monitoring System (OMS) criteria used to identify “potential at-risk
beneficiaries” (PARBs) (defined in § 423.100) are based on a history of filling opioids from
multiple doctors and/or multiple pharmacies. While implementation of DMPs has been optional
since codified for 2019, 85.9 percent of Part D contracts in calendar year 2019 and 87.2 percent
in calendar year 2020 have established DMPs to address opioid overutilization among their
enrollees. Thus, of about 49 million beneficiaries who were enrolled in the Medicare Part D
program in 2019, about 48.5 million enrollees (99 percent) are covered under Part D contracts
that offer a DMP already. We received the following comments on this proposal and our
responses follow:

Comment: CMS received numerous comments that were generally supportive of our
proposal to codify the statutory requirement that all Part D plans implement a DMP.

Response: We thank commenters for their support.

Comment: Several commenters expressed concerns that enrollees being treated for pain
would be forced, through mandatory DMPs, to see a new doctor or use a new pharmacy and that
the proposed regulation would undermine the doctor-patient relationship.

Response: The concerns expressed in some of these comments appeared to reflect a
misunderstanding of the requirements in section 2004 of the SUPPORT Act. Although section
2004 mandates the establishment of DMPs for all Part D sponsors beginning January 1, 2022,

section 2004 did not expand DMPs’ scope. Thus, it is not the case that a “mandatory” DMP



would now require all Part D beneficiaries taking opioids to be subject to coverage limitations or
quantity limits. Rather, the statute and the regulations we are finalizing in this rule will now
require the few Part D sponsors who have not already established a DMP to do so. DMPs
identify a subset of opioid users in the Part D program who may be at the highest risk of an
adverse health event, for example, due to uncoordinated care. As mentioned in the proposed rule,
CMS’ internal analysis estimated that only 158 additional PARBs will be identified per year by
applying the current minimum OMS criteria across all Part D contracts that do not already have
DMPs in place. CMS expects that only a few of these additional beneficiaries will be subject to a
coverage limitation after case management with their opioid prescribers.

CMS does not agree that DMP activities undermine the doctor-patient relationship. In
fact, the goal of case management under a DMP is for Part D sponsors to assist prescribers in
coordinating care for PARBs to ensure their opioid use is appropriate and medically necessary.
The case management process increases safety and accountability within the doctor-patient
relationship, as prescribers may or may not be aware that there are other prescribers of opioids or
benzodiazepines for their patients. Any potential coverage limitation under a DMP is put in place
only after the plan conducts case management, solicits the views of the enrollee’s prescriber(s),
and provides advance written notice to the enrollee. If a Part D sponsor implements a prescriber
and/or a pharmacy limitation, the affected beneficiary is provided opportunities to select their
preferred pharmacy and prescriber when they receive an Initial Notice of their PARB status and
a Second Notice of their at-risk beneficiary (ARB) status, as described in regulation at §
423.153(1)(5)(i1)(4) and § 423.153(1)(6)(i1)(5). The sponsor is required to consider the
beneficiary’s preferences consistent with § 423.153(f)(9). These aspects of DMPs safeguard
beneficiary’s access to coverage of opioids, prescriber and pharmacy choice, and the integrity of
the doctor/patient relationship.

Comment: Several commenters requested that PACE organizations be exempt from the

requirement to establish a DMP. These commenters noted that drug utilization management



programs, quality assurance measures, and medication therapy management (MTM) program
requirements (§ 423.153(a) through (d)) are currently waived for PACE under § 423.458(d).
Commenters also stated that the PACE model of care already addresses opioid overutilization
through use of a closed provider network; care coordination through primary care providers and
the interdisciplinary team; proactive drug utilization review; and in-person health assessments
already required for PACE enrollees.

Some of these commenters noted that, while the majority of PACE participants do not
reside in an LTC facility, PACE participants are required to meet their state’s eligibility criteria
for nursing home care and therefore share characteristics with beneficiaries who are exempt from
DMPs because they are residents of LTC facilities. They also state that PACE organizations
typically contract with a single pharmacy which inherently coordinates access and achieves the
goals of a DMP. One commenter noted that many PACE organizations do not have formularies
and therefore no Pharmacy and Therapeutic (P&T) committee to develop and carry out DMP
policies and procedures.

Response: CMS thanks these commenters for their feedback, but disagrees that PACE
organizations should be exempt from the statutory requirement to establish a DMP. While the
DMP statute does outline certain exempted beneficiaries, such as individuals with cancer or who
reside in a LTC facility, it does not specify or contemplate exemptions based on Part D plan
type. CMS notes that MA-PDs that require enrollees to access routine care from contracted
and/or employed prescribers through an HMO or integrated care model are similarly required
under Part 422 to provide coordinated care, but are not exempt from the DMP requirement. As
commenters noted, PACE participants are an especially vulnerable Medicare population, and for
those who live in the community, additional monitoring will serve as a valuable safeguard to
help prevent misuse of opioids. Depending on the frequency of engagement between the

participant and PACE organization, as well as participant preferences, the in-person assessments



required under §§ 460.104 and 460.121 may not always coincide with identification through the
OMS, and may present missed opportunities to intervene.

Under the existing regulatory framework where DMPs are voluntary, approximately 40
percent of PACE contracts have reported to CMS that they already have a DMP in place. In
2019, PACE enrollees accounted for 0.03 percent of all Part D enrollees belonging to a plan with
a DMP, and 0.07 percent of Part D enrollees identified in OMS as PARBs because they met the
minimum OMS criteria. Based on CMS’ analysis used in the proposed rule, PACE enrollees
account for 0.14 percent of total Part D enrollees identified as PARBs because they meet the
criteria for history of opioid overdose (see discussion in this section of this rule), which is
proportional to the number of PACE enrollees in Part D (for January 2020, 0.1 percent of all Part
D enrollment). In other words, the likelihood of a PACE participant being identified as a PARB,
either based on OMS criteria or history of opioid overdose, is at least as high as the likelihood of
any Part D enrollee to meet those criteria. Therefore, a PACE participant is as likely as any other
Part D enrollee to benefit from case management and should not be deprived of this aspect of the
Part D program. As discussed in the proposed rule preamble, Part D sponsors with DMPs
infrequently implement coverage limitations after case management. This reflects the goals of
case management as a means through which Part D sponsors engage prescribers, gather relevant
patient-specific information not available to CMS, such as more recent medical or prescription
claims data, and seek to coordinate care tailored to the unique needs of the beneficiary. CMS
expects the volume of PARBs identified through minimum OMS criteria in the PACE
organizations that have not yet implemented a DMP will continue to be minimal and present a
low overall burden for these organizations. As with other Part D plans, such burden includes
conducting case management, implementing any needed coverage limitations, and reporting of
case management outcomes and coverage limitations back to CMS via OMS. Reporting

outcomes of case management provides CMS with valuable information to help track the safe



use of opioids and benzodiazepines in the Part D program and serves as a means to document
that case management occurred.

CMS agrees with commenters that a PACE organization, or for that matter, any Part D
plan sponsor, that does not have a P& T committee would not be in compliance with existing
§423.153(f)(1), which requires approval of DMP policies and procedures by the “applicable P&T
committee.” As specified in § 423.120(b), only Part D sponsors that use formularies must have a
P&T committee, and CMS did not propose to broaden that requirement to apply to Part D
sponsors that do not use formularies. For this reason, after consideration of the comments, CMS
is amending the language at § 423.153(f)(1) to account for Part D sponsors, including PACE
organizations, that do not have their own or a contracted P&T committee (for example, through
their PBM) because they do not use a formulary. Such sponsors can comply with this
requirement by having written DMP policies and procedures that are approved by the Part D
sponsor’s medical director and applicable clinical and other staff or contractors, as determined
appropriate by the medical director. We have also added cross references to the existing
regulations requiring that Part D sponsors have a medical director at § 423.562(a)(5), and for
PACE organizations, at § 460.60(b).

Comment: Several commenters stated general concerns or recommendations regarding
DMPs. Commenters expressed concerns regarding the misapplication of the CDC Guideline for
Prescribing Opioids for Chronic Pain’ and recommended that CMS direct sponsors towards
appropriate disease-specific pain management guidelines. Additional recommendations included
facilitating or encouraging providers to refer patients to non-pharmacologic therapies for pain;
ensuring provider education about overdose and naloxone prescribing, including evaluation for
substance use disorder; ensuring shared decision-making between beneficiaries and prescribers

such that access to medically necessary opioids is not impeded; ensuring beneficiaries with a

7 Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016;65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501¢e1



coverage limitation are not forced to use a pharmacy in which the sponsor has a financial
interest; and generally ensuring DMP activities are non-punitive or stigmatizing.

Response: CMS appreciates the concerns and recommendations commenters shared
regarding case management activities. We note that the recommendations are not inconsistent
with the current DMP requirements.

In finalizing the regulatory framework for DMPs (83 FR 16440), CMS made a conscious
effort that DMP activities would not be punitive or stigmatizing and would not inappropriately
limit access or result in abrupt opioid tapering. This is consistent with the CDC’s commentary?®
published in 2019, which advised against the misapplication of the Guideline for Prescribing
Opioids for Chronic Pain, including the inflexible application of the Guideline’s dosage
recommendations and policies that encourage abrupt tapering, sudden discontinuation, or
dismissal of the patient from their physician.

CMS agrees that many of the suggestions proposed could be of value in many cases, and
encourages sponsors to incorporate them, as appropriate, into their DMP policies and procedures,
as well as protect against the unintended consequences identified by the CDC. Finally, CMS
notes that beneficiaries are provided opportunities to select their preferred pharmacies and
prescribers, if their plan intends to apply a pharmacy or prescriber limitation under the DMP. See
§ 423.153(f)(5)(i1)(4) and § 423.153(H)(6)(i1)(5).

Comment: A few commenters stated that mandatory DMPs are redundant with existing
prescription drug monitoring programs (PDMPs).

Response: CMS disagrees that DMPs are redundant with PDMPs. PDMPs are state-level
electronic databases that are used to collect information on all controlled substance prescriptions
in a state. While PDMPs, which allow providers to access their patients’ prescription history, are
one tool to combat the opioid epidemic, PDMPs do not exist in all states, and health plans may

not have access to them. Also, while CMS encourages providers to use PDMPs prior to issuing

8 https://www.cdc.gov/media/releases/2019/s0424-advises-misapplication-guideline-prescribing-opioids.html



prescriptions for controlled substances, it is not mandatory for providers to do so in all states.’
Therefore, CMS believes that DMPs provide additional value for ensuring safe opioid
prescribing in the Part D program through the initiation of case management and care
coordination activities. Moreover, the CARA statute required CMS to establish a regulatory
framework for DMPs.

Comment: Several commenters requested CMS clarify existing guidance with regard to
identification of PARBsS, criteria for identifying exempt beneficiaries, reporting requirements for
ARBs, and notice requirements for exempt beneficiaries. Several commenters provided
additional recommendations, including suggestions to expand the list of frequently abused drugs
to drugs beyond opioids and benzodiazepines (for example, other central nervous system
depressants such as gabapentin) and allowing beneficiaries with existing beneficiary-specific

POS edits that were implemented prior to 2019 be integrated into the DMP.

Response: CMS’ proposal was to implement the statutory requirement that Part D
sponsors establish DMPs as of January 1, 2022. As discussed in section VIIL.LL, CMS also
proposed to designate beneficiaries with sickle cell disease as exempted individuals in the
regulation for purposes of a Part D sponsor’s DMP. CMS did not propose any changes to the
other existing requirements, except to solicit comment about case management for PARBs with a
history of opioid related-overdose, which is discussed later in this section. CMS will consider
revisions to the guidance and OMS criteria as appropriate. CMS also regularly reviews data
submitted into OMS and MARx and will update guidance and/or communicate with sponsors if
needed.

After consideration of the comments received, CMS is finalizing the proposal to make
DMPs mandatory at § 423.153(f) with a modification at § 423.153(f)(1) to accommodate Part D

plans, such as PACE organizations, that do not have a P&T committee, as described earlier.

% Centers for Disease Control and Prevention. What States Need to Know about PDMPs. Accessed June 10, 2020
from https://www.cdc.gov/drugoverdose/pdmp/states.html



B. Beneficiaries with History of Opioid-Related Overdose Included in Drug Management

Programs (DMPs) (§ 423.153)

Under section 2006 of the SUPPORT Act, CMS is required to identify Part D
beneficiaries with a history of opioid-related overdose (as defined by the Secretary) and notify
the sponsor of such identification, as those individuals must be included as PARBs for
prescription drug abuse under their Part D plan’s DMP. In line with this requirement, CMS
proposed to modify the definition of “potential at-risk beneficiary” at § 423.100 to include a Part
D eligible individual who is identified by CMS as having a history of opioid-related overdose,
which is also defined in this regulation.

Based on the analyses and rationale described in detail in the proposed rule, CMS
proposed to operationalize this definition by: 1) using diagnosis codes that include both
prescription and illicit opioid overdoses; 2) using a 12-month lookback period from the end of
each OMS reporting quarter for record of opioid-related overdose; and 3) using a 6-month
lookback period from the end of each OMS reporting quarter for record of a recent Part D opioid
PDE. The number of unique beneficiaries identified under this proposal is approximately 18,268
annually (based on opioid-related overdose claims from July 1, 2017 to June 30, 2018). Under
existing rules, which CMS did not propose to change, Part D sponsors with DMPs must conduct
case management for each PARB identified by CMS through OMS, which includes sending
written information to the beneficiary’s prescribers that the beneficiary has been identified as a
PARB. In expanding the definition of PARB by adding beneficiaries with a history of opioid
overdose, Part D sponsors must conduct the same case management process for this additional
group of beneficiaries that they currently conduct for PARBs identified based on their use of
multiple opioid prescribers and/or pharmacies. As discussed in the proposed rule, CMS expects
that case management for these individuals will involve sponsors communicating with their

provider(s), who may or may not already be aware of the beneficiary’s overdose history.!® CMS

10 Additionally, the beneficiary with an overdose may or may not meet OMS criteria.



also solicited comments on whether the proposal needed any additional features to facilitate the
case management process for PARBs with a history of opioid-related overdose.

CMS received numerous comments on this provision, which were largely supportive of
the proposal, with several commenters expressing concerns or requesting clarification on various
aspects as discussed in this section of this rule.

Comment: A few commenters pointed out that the regulatory text defining potential at-
risk beneficiary at § 423.100 was unclear with regard to whether both an overdose diagnosis and
an opioid PDE were necessary to meet the new definition of a PARB based on the proposed
regulation.

Response: In response to these comments, CMS clarifies that both criteria are required to
meet the definition of a PARB with a history of opioid-related overdose. In order to improve
overall clarity in this final rule, in lieu of revising the PARB definition at § 423.100 as proposed,
we are incorporating the elements of the proposed definition into the clinical guideline regulation
as criteria in a new paragraph at § 423.153(f)(16)(i1)(2). That is, the criteria initially proposed in
the definition of PARB at § 423.100 have been relocated to the DMP clinical guidelines section
of the regulation at § 423.153(f)(16)(i1)(2). CMS has also made some technical changes to the
criteria now located at § 423.153(f)(16)(i1)(2) to clarify that a plan can use its own data to
identify PARBs. Specifically, instead of referring to “PDE,” the criteria will refer to “claim” and
the words “has been submitted” are struck from the criteria.

Comment: A few commenters expressed concern with identification of overdose based
on diagnosis code, citing anecdotal reports that the codes are unreliable due to being assigned
inappropriately or over-diagnosed in beneficiaries taking opioids who present for emergency
care for other health conditions.

Response: CMS disagrees and was unable to find evidence to substantiate this claim
specific to opioid-related overdose in the published literature. In the event a situation such as this

does occur, during the case management process the prescriber will likely review the diagnosis



and determine whether to discuss it with their patient on a case by case basis. Such review and
discussion will present an opportunity for the provider to evaluate whether the diagnosis appears
to be inaccurate and to communicate this information back to the sponsor’s DMP.

Comment: A commenter suggested CMS include both primary and secondary diagnosis
codes for opioid-related overdose to avoid under-reporting.

Response: CMS believes the principal diagnosis code is the most reliable means to
identify overdoses in order to meet the statutory requirement for the reasons that follow.

According to the ICD-10-CM Official Guidelines for Coding and Reporting,'! the
principal diagnosis code is the condition, after study, to be chiefly responsible for occasioning
the admission of a patient to the hospital. The terms principal and primary are used
interchangeably to define the diagnosis that is sequenced first on a claim. Other diagnoses,
including secondary diagnoses, are conditions that may coexist at the time of admission, or
develop subsequently. As such, secondary diagnoses may capture overdoses not directly related
to the beneficiary’s recent use of opioids that triggered the overdose event. CMS’ proposed
criteria for identification of a PARB based on history of opioid overdose specifies “recent”
overdose so that DMP activities can be the most relevant and impactful. Since secondary
diagnoses may be historical, CMS does not believe that they as reliably reflect “recent” opioid-
related overdoses as do principal diagnoses.

Taking program size into account, focusing on the principal or primary diagnosis chiefly
responsible for the admission or event is most appropriate to capture overdoses related to a
beneficiary’s recent use of opioids and increase the likelihood that the beneficiary would benefit
from case management. Using the same time period, diagnosis codes, PDE, and lookback period
criteria described in the proposed rule methodology, CMS evaluated the number of PARBs that
would be identified by the proposed definition, both including and excluding secondary

diagnoses. Including secondary diagnosis codes for identification of opioid-related overdoses

11 https://www.cms.gov/Medicare/Coding/ICD10/Downloads/2020-Coding-Guidelines.pdf



was found to increase the number of PARBs identified by about 40 percent (for a total of 25,566)
relative to the number of PARBs identified only on the basis of principal diagnosis (18,268, as
described in burden estimates). However, due to the limitations of secondary diagnoses
themselves, described earlier, CMS believes the additional PARBs identified solely on the basis
of a secondary diagnosis would not necessarily be those with the most relevant history of opioid-
related overdose. Therefore, CMS does not believe that the increased program size due to
including secondary diagnosis codes for the purpose of identifying PARBs is a cost-effective use
of DMP resources, when these resources would be better focused on beneficiaries at highest risk
of misuse or abuse.

In evaluating this comment, CMS noticed that the proposed regulatory language in the
definition of PARB at § 423.100 was not sufficiently broad to include data sources and
methodology discussed in the proposed rule. As mentioned in response to a prior comment, the
criteria initially proposed in the definition of PARB at § 423.100 have been relocated to
§ 423.153(f)(16)(i1)(2). Specifically, in the clinical guideline criteria for identifying PARBs on
the basis of history of opioid-related overdose at § 423.153(f)(16)(i1)(2), the words “Medicare
fee-for-service” and “code” were stuck from what was in the initially proposed definition at §
423.100. This revised language, which CMS is finalizing, better reflects CMS’ intention to use
claims, including encounter data, resulting from healthcare visits involving opioid-related
overdoses. With this modification, the broader criteria will encompass both inpatient and
outpatient locations of care.

Comment: A commenter requested addition of the ICD-10 code Z91.5 for method suicide
attempt to capture intentional overdose in the methodology CMS will use to identify PARBs
based on history of opioid-related overdose.

Response: CMS disagrees, as the ICD-10 code Z91.5 indicates a history of self-harm, and
does not specify self-harm via opioid use. Although the literature CMS cited in the proposed rule

preamble does reference history of opioid-related overdose being a risk factor for future



overdoses or suicide-related events, the SUPPORT Act directs CMS to identify beneficiaries
with a history of opioid-related overdose. Thus, including the ICD-10 code for history of self-
harm would be overly inclusive. Other ICD-10 codes are more specific to identify injury due to
opioid-related poisoning or overdose, and are used in the methodology applied by CMS and
described in more detail in the February 2020 proposed rule. CMS believes the ICD-10 codes
used in this methodology will capture both intentional and unintentional overdoses.

Comment: A commenter pointed out that using Medicare data will not capture overdose
history from new Medicare enrollees.

Response: CMS acknowledges this is a limitation to the methodology; however, it is not
feasible to gather all non-Medicare claims data for Medicare beneficiaries. We believe using
Medicare claims data strikes the right balance to permit inclusion of beneficiaries with a history
of opioid-related overdose in DMPs without undue burden.

Comment: A commenter expressed the opinion that for beneficiaries with overdoses due
to illicit opioids, coverage limitations on prescription opioids would not likely impact future
overdose risk.

Response: CMS disagrees with the commenter’s assertion given the criteria CMS has
proposed for identifying a PARB based on history of opioid-related overdose. The statute
requires that beneficiaries with a history of opioid-related overdose be included as PARBs
without specifying that the overdose involve a prescription opioid; therefore, we believe it is
appropriate to include beneficiaries with a history of illicit opioid overdose. In the methodology
presented in the proposed rule, CMS discussed the fact that in some cases, it is not possible to
identify whether an opioid that contributed to overdose was obtained legally or illicitly. CMS
also notes that any beneficiaries identified in OMS due to a history of opioid overdose,
regardless of whether such overdose was illicit, will have also received an opioid prescription,
consistent with the proposed criteria. Thus, there is still a potential role for case management,

including conveying the overdose diagnosis to the beneficiary’s prescriber(s), who may consider



this information for ongoing opioid prescribing or referral for other health services, with or
without the implementation of a coverage limitation for Part D prescription opioids. For
example, a prescriber may refer the beneficiary for medication-assisted treatment, if appropriate,
based on evaluation of their patient.

Comment: A commenter suggested that CMS’ proposal may discourage overdose
patients who self-treated with naloxone from seeking follow-up medical care to avoid an
overdose diagnosis and potential DMP enrollment.

Response: CMS appreciates the commenter’s concerns for these beneficiaries, and
recognize the stigma they may face because of such diagnosis. However, the statute requires
including these beneficiaries as PARBs, and the commenter’s concerns do not obviate the need
for CMS, Part D plan sponsors, or health care providers from engaging in rigorous patient safety
programs, especially for this vulnerable population. CMS encourages plan sponsors, prescribers,
and advocacy organizations to assist in efforts to educate beneficiaries about the risks and
benefits of opioid use, as well as their options for opioid use disorder treatment. See section I11.D
of this final rule for additional information about CMS’ efforts, as well as the “Information for
Patients” resource provided on the Drug Management Program page of the CMS website.!?

Comment: A commenter requested clarification if a beneficiary would no longer be
considered a PARB once they no longer meet the overdose criteria.

Response: It depends. Once a beneficiary is identified as a PARB based on a history of
opioid-related overdose and reported to Part D sponsors, sponsors must review the case and
submit responses through the OMS. CMS will update the guidance, including the OMS user
guide, to account for scenarios appropriate to PARBs identified based on a history of opioid-
related overdose, including where these beneficiaries simultaneously or at a different time meet
the definition of a PARB based on the existing OMS criteria, or where the situation changes

while the plan is engaged in review/case management.
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Comment: Many commenters, while supportive of the proposed regulation, asked CMS
to clarify expectations for case management, outline expectations for case management
outcomes, and provide guidance for management of PARBs identified by a history of opioid-
related overdose.

Response: CMS acknowledges these comments about Part D plans conducting case
management with prescribers who are treating PARBs with a history of opioid-related overdose.
Case management is an integral part of the DMP process. It serves the purpose of engaging in
clinical contact with the prescribers of FADs, verifying whether the beneficiary is at risk for
abuse or misuse of FADs, and obtaining agreement to a coverage limitation on FADs, if a
limitation is deemed necessary. The goal of case management under a DMP is to improve patient
safety and care coordination, while protecting beneficiary access to coverage of needed
medications.

CMS expects that the overall elements of case management should be similar for all
PARBEs, regardless of whether identified by existing OMS criteria based on use of multiple
opioid prescribers and/or pharmacies or on a history of opioid-related overdose. CMS continues
to recognize that every case is unique and that the approach to case management will vary
depending on many factors, such as the complexity of the case and the promptness with which
prescribers respond to sponsors’ outreach. CMS continues to encourage sponsors to use
flexibility and clinical discretion depending on prescriber input and patient-related variables.
Case management activities should align with desired goals of the DMP, for example, reducing
multiple opioid prescribers and/or reducing risk of a subsequent overdose. In estimating the
burden for this provision in the proposed rule, CMS estimated that beneficiaries with a history of
opioid-related overdose would potentially have a higher rate of coverage limitations imposed by

sponsors than beneficiaries meeting minimum or supplemental OMS criteria because a history of



overdose is the most predictive risk factor for another overdose or suicide-related event.!3
However, this is only a pre-implementation estimate and CMS continues to emphasize that the
implementation of coverage limitations should be based on individual risk factors and goals
identified through case management.

Plan sponsors should continue to refer to CMS guidance on elements that may be
incorporated into case management, including prescriber education on opioid overutilization,
encouraging prescribers to perform or refer their patients for substance use disorder screening
and/or assessment, referral for follow-up treatment with pain specialists or addiction treatment
providers, if indicated, and encouraging prescribers to utilize PDMPs to which they have access.

DMPs should notify providers and patients of the coverage of naloxone and its
availability through their plan. The U.S. Department of Health and Human Services also issues
guidance for safe opioid prescribing, including naloxone co-prescribing.!4

Comment: Many commenters inquired about sponsor flexibility with regard to
identification of PARBs based on a sponsor’s own claims data, applying the criteria to identify
PARBs with a history of opioid-related overdose more frequently than the OMS quarterly
reports, or using criteria beyond those proposed by CMS to identify beneficiaries at risk of
overdose at the time of their first opioid fill.

Response: CMS appreciates these comments. Just as currently permitted with the
minimum OMS criteria, sponsors are permitted to identify PARBs with a history of opioid-
related overdose more frequently than the CMS-generated reports through OMS. CMS expects
that Part D sponsors identify PARBs consistent with the revised clinical guidelines CMS is
finalizing at § 423.153(f)(16)(i1)(2). The clinical guidelines specify a recent (that is, within the

past 12 months) claim containing a principal diagnosis indicating opioid overdose and a recent

13 Bohnert KM, Ilgen MA, Louzon S, McCarthy JF, Katz IR. Substance use disorders and the risk of suicide
mortality among men and women in the US Veterans Health Administration. Addiction. 2017 Jul; 11/2(7):1193-
1201. doi: 10.1111/add.13774.
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claim (that is, within the past 6 months) for an opioid medication. Sponsors are required by
regulation to submit responses through OMS within 30 days of the most recent OMS report for
all CMS-identified or sponsor-identified beneficiaries. Sponsors do not need to wait to receive an
OMS report from CMS to initiate case management for sponsor-identified cases and send
beneficiary notices, if applicable. Also, as we previously noted, the clinical guidelines for
identifying PARBs that we are finalizing in this rule no longer require that history of opioid-
related overdose be determined by CMS. This better reflects sponsors’ ability to identify PARBs
meeting the clinical guidelines using their own data.

Comment: A commenter requested CMS report Part D beneficiaries to sponsors through
OMS with overdose diagnoses, but without a subsequent opioid claim, to proactively target these
additional beneficiaries who may be at risk. Another commenter stated that beneficiaries with a
history of overdose are already being managed outside of DMPs and therefore DMP activities
may be duplicative.

Response: CMS does not agree with the request to report beneficiaries with an overdose
diagnosis but no subsequent opioid claim. As discussed in detail in the proposed rule preamble
(85 FR 9026), it is essential that all Part D plan sponsors, including standalone PDPs, can
identify a prescriber with whom to conduct case management.

Without the presence of an opioid claim, Part D DMPs are not implicated. This does not
preclude plans from conducting outreach towards beneficiaries with a history of opioid-related
overdose who have not received a Part D prescription opioid, if they are able to identify them. A
plan may offer services or interventions tailored to these beneficiaries, as the purpose of the
DMP is not to supplant other health care activities that may be of benefit to the beneficiary, but
rather to promote safe opioid prescribing practices and utilization in the Part D program.
However, these beneficiaries should not be included in DMPs unless they meet the clinical
guidelines specified in § 423.153(f)(16).

Comment: Some commenters suggested a 6-month, as opposed to a 12-month, lookback



to identify opioid-related overdoses. Commenters suggested this would enable more timely
engagement with beneficiaries and align with the Pharmacy Quality Alliance’s (PQA) Initial
Opioid Prescribing (IOP) measure.

Response: CMS agrees that identifying beneficiaries as soon as possible after their
opioid-related overdose is likely to make DMP activities most impactful; however, we disagree
with changing the lookback to 6 months for two reasons. First, CMS describes the rationale for
the 12-month lookback. Second, CMS describes why it is not relevant to align the lookback with
PQA’s IOP measure.

Using a 12-month lookback, CMS anticipates that the first report will contain the largest
proportion of overdoses occurring greater than 6 months prior to the report being generated.
Going forward, however, CMS anticipates that subsequent quarterly reports will reflect a greater
proportion of more recent, and thus, more timely, claims and a smaller proportion of earlier
claims that were delayed due to processing errors or late submissions.!> CMS expects that with
regular reporting, the majority of PARBs with a history of opioid-related overdose will be
identified on a timely basis. As discussed in the proposed rule, 12 months allows CMS to
identify the majority of overdoses and appears to reflect the window of time necessary to capture
the majority of processed claims or encounters. CMS will evaluate the implementation of the
new clinical guidelines to identify PARBs based on history of opioid-related overdose and revise
the operational specifications in the future if needed.

The PQA’s IOP measure set includes three separate measures. CMS has included one of
these measures, IOP-LD (Initial Opioid Prescribing — Long Duration), in Part D sponsors’
patient safety reports. The IOP-LD measure does not consider opioid overdoses; rather, it
evaluates when there has been no other opioid prescription in the 90-day lookback period prior to

the start of an opioid with a long duration of therapy. Because the IOP-LD measure is largely

15 CMS data indicates that, historically, 90% of FFS claims across all claim types are submitted within 3 months and
90% of MA encounters across all claim types are submitted within 12 months. See:
https://www.cms.gov/files/document/medicare-covid-19-data-snapshot-fact-sheet.pdf



unrelated to the overdose lookback window, CMS is not persuaded to change the overdose
lookback to align with the IOP-LD measure.

Comment: A commenter recommended that CMS exclude beneficiaries with only one
opioid prescription during the lookback period from the definition of PARB with a history of
opioid overdose. Specifically, the commenter raised concerns about the efficacy of using plan
resources to engage emergency department prescribers in case management based on a one-time,
short-term opioid prescription.

Response: While CMS understands the commenter’s concerns about engaging emergency
department prescribers in case management, CMS disagrees with the recommendation to exclude
beneficiaries with only one opioid prescription during the lookback period. Given the level of
risk to beneficiaries with a history of opioid-related overdose, CMS strongly believes the best
policy approach is for plans to attempt to engage their opioid prescribers through case
management, even if the prescriber only ordered a single prescription for the beneficiary. CMS
does not believe it is appropriate to presume that all such opioid prescribers would decline to
engage in case management, given the statutory requirement to include this population in DMPs.
Additionally, the DMP regulation at § 423.153(f)(4)(ii) specifies the circumstances under which
sponsors may implement a coverage limitation for FADs in the event prescribers are not
responsive. Thus, reporting these beneficiaries in OMS as PARBs despite there only being one
PDE provides the opportunity for prescriber engagement, but still maintains plan flexibility
through the DMP in the event outreach is unsuccessful.

Comment: A commenter cited their concerns with including PARBs with a history of
opioid-related overdose in DMPs in light of the Substance Abuse and Mental Health Services
Administration’s (SAMSHA) 42 CFR part 2 (“part 2”) regulations regarding disclosure of
substance use disorder (SUD) information. The commenter expressed concern that because Part
D sponsors would have to conduct case management with prescribers of all PARBs, which will

include beneficiaries with a history of opioid-related overdose, CMS is in effect requiring Part D



sponsors to disclose SUD information about beneficiaries to providers and that such disclosure
would be in violation of the part 2 regulations. The commenter requested that CMS provide
guidance and/or a safe harbor for sponsors making such disclosures to protect them from any
compliance issues.

Response: CMS thanks the commenter for the comment. SAMSHA’s part 2 regulations
protect the confidentiality of SUD treatment records by restricting the circumstances under
which part 2 programs or other lawful holders can disclose such records without the patient’s
consent. CMS considered these regulations in the development of our February 2020 proposed
rule. The requirement to include beneficiaries with a history of opioid-related overdose as
PARBs does not require Part D sponsors to disclose SUD information to providers under a DMP;
rather, they are communicating to the prescriber as part of case management that the beneficiary
has a history of opioid-related overdose. A diagnosis of overdose is not synonymous with SUD
or SUD treatment, and CMS will not be reporting SUD treatment records, nor the specific
overdose diagnosis code, to Part D plans via the OMS report. We anticipate reporting overdose
history in the form of a binary indicator (e.g. “yes/no,” “0/1,” or other code) on the OMS report
if the PARB was identified based on having a history of opioid-related overdose. Additional
information, such as the date of overdose, may be provided as well. CMS will provide the
updated OMS report file layout and OMS technical guidance in advance of the 2022 contract
year. The information CMS will provide in the OMS report will be limited such that 42 C.F.R.
part 2 does not apply to the disclosures required under this rule. The restrictions on disclosure
and use of SUD information only apply to such information that “would identify a patient as
having or having had a substance use disorder either directly, by reference to publicly available
information, or through verification of such identification by another person.” (42 C.F.R.
§2.12(a)(1)(1)). Furthermore, under part 2, overdose information that does not reveal the identity
of an individual as a SUD patient is not covered by the part 2 rule. The rule does not apply to

“[a] diagnosis of drug overdose or alcohol intoxication which clearly shows that the individual



involved does not have a substance use disorder (e.g., involuntary ingestion of alcohol or drugs
or reaction to a prescribed dosage of one or more drugs).” (42 C.F.R. §2.12(e)(4)(2)). As
detailed in the proposed rule preamble, the diagnosis codes that CMS will use to identify PARBs
with a history of opioid-related overdose do not capture the nature of the intent or circumstances
of the overdose. CMS is making no assumptions as to the factors that contributed to the
overdose, but rather, is deferring to the providers who will be engaged in case management to
appropriately evaluate and triage their patients as necessary.

CMS has suggested in the previously cited November 20, 2018 DMP guidance memo
that an element of case management could be encouraging prescribers to consider performing or
referring their patients for SUD screening and/or assessment. The sponsor should not presume a
beneficiary has SUD on the basis of the opioid overdose diagnosis.

Comment: A commenter recommended that beneficiaries with a history of opioid-related
overdose be excluded from the criteria for identifying a PARB if there was a subsequent medical
claim for opioid treatment program (OTP) services or a PDE for medication-assisted treatment
(MAT). The commenter stated that case management through the DMP would not likely offer
benefit since presence of either scenario would suggest that an intervention had already been
made and risk factors are being addressed.

Response: CMS disagrees that beneficiaries with a claim for OTP services or MAT
should be automatically excluded from the criteria for identifying a PARB. Referral to an OTP or
initiation of MAT are not the only goals of case management through a DMP. While a claim for
OTP services or MAT indicate that an intervention has begun, it does not necessarily mean that
the intervention has been successful. CMS believes beneficiaries may still benefit from other
elements of the DMP. For example, a coverage limitation on future opioid prescriptions may be
beneficial for an individual while in treatment.

In reviewing this comment, CMS realized that the proposed rule had not specified how

prescriptions for MAT were treated in the context of requiring an opioid prescription claim in



addition to the opioid-related overdose diagnosis to meet the new PARB criteria. The
methodology that CMS used to identify PARBs based on the proposed criteria excluded PDEs
for MAT. Only PDEs for non-MAT opioids were included in the analysis and corresponding
burden estimates. This is how CMS plans to operationalize the clinical guideline criteria for the
purposes of reporting PARBs with a history of opioid-related overdose via OMS. CMS has
revised the clinical guidelines at § 423.153(f)(16)(i1)(2) to clarify that prescriptions for MAT will
not satisfy the opioid prescription claim criteria for identification of PARBs on the basis of
history of opioid-related overdose. Therefore, a beneficiary who has at least one claim with a
principal diagnosis indicating opioid overdose, but only has prescription claims for MAT and no
other opioids, will not be included as a PARB in the OMS report.

Comment: A few commenters requested that CMS conduct outreach and education to
prescribers regarding DMPs and the new criteria for identifying PARBs based on history of
opioid-related overdose.

Response: CMS will update educational materials and guidance as appropriate.

Comment: Several commenters requested CMS provide updated model documents to
reflect the new criteria for identifying PARBs based on opioid-related overdose history.

Response: Revisions have been made in accordance with the Paperwork Reduction Act
(PRA) model notice revision process. Revised notices will be published in the Federal Register
for public comment before being finalized and posted on the CMS website. ¢

Comment: Many commenters requested that CMS provide technical specifications, such
as OMS report file layout and response codes, well in advance (that is, 6 months) of the expected
implementation date so that sponsors would have sufficient time to update internal systems.

Response: CMS appreciates that plans will need time to make operational changes to
incorporate this new beneficiary population into their DMPs, and intends to issue guidance and

technical specifications to ensure such changes are in place prior to the compliance deadline.
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Comment: A commenter recommended that naloxone prescribing should be mandatory.

Response: In the proposed rule, CMS stated that the provider should consider prescribing
the beneficiary an opioid-reversal agent if they are newly aware of the beneficiary’s history of
opioid-related overdose and DMPs should notify providers and patients of the coverage of
naloxone and its availability through their plan. CMS does not have statutory authority to
mandate naloxone prescribing in Part D.

Comment: A commenter suggested that naloxone education be added to model
beneficiary notice letters.

Response: CMS will consider this recommendation during the PRA model notice
revision process. Revised notices will be published in the Federal Register for public comment
before being finalized and posted on the CMS website.!”

Comment: Some commenters requested clarification that the DMP exemptions still apply
to PARBs identified based on history of opioid-related overdose.

Response: Section 1860D-4(¢c)(5)(C)(v)(I) of the Act specifies that beneficiaries who are
not exempted individuals and who have a history of opioid-related overdose must be included as
PARBEs. Therefore, even if a beneficiary has a history of opioid-related overdose, if the
beneficiary also meets the regulatory definition of an exempted beneficiary, as codified at §
423.100, that beneficiary is not to be included in a DMP. Beneficiaries with a known exemption
will not be reported via OMS; however, it is possible that it will not be known whether a
beneficiary is exempt until case management takes place. Thus, beneficiaries may initially be
reported as PARBs but will later be found to be exempt. In this scenario, the beneficiary would
no longer be considered a PARB. In response to this comment, CMS is making a technical
change to the definition of potential at-risk beneficiary at § 423.100 to clarify that it excludes
exempted beneficiaries. This technical change is described in more detail in section VI.M.

After consideration of the comments received, CMS is not finalizing the remaining

17 Ibid.



changes we had proposed to the definition of “potential at-risk beneficiary” at § 423.100. Rather,
we are incorporating those proposed changes into the DMP clinical guidelines at §
423.153(f)(16)(i1)(2). Thus, the clinical guidelines used to identify PARBs, beginning January 1,
2022, will include a Part D eligible individual who is identified as having a history of opioid-
related overdose and at least one recent opioid claim, in addition to the existing clinical
guidelines based on obtaining frequently abused drugs from multiple prescribers and/or
pharmacies. The finalized clinical guidelines for identifying PARBs with history of opioid-
related overdose also include modifications to encompass potential data sources and clarify the
exclusion of MAT from the opioid prescription component of the guidelines, as discussed earlier
in this section.

C. Information on the Safe Disposal of Prescription Drugs (§ 422.111)

Section 6103 of the SUPPORT Act amends section 1852 of the Act by adding a new
subsection (n). Section 1852(n)(1) requires MA plans to provide information on the safe
disposal of prescription drugs that are controlled substances when furnishing an in-home health
risk assessment. Section 1852(n)(2) requires us to establish, through rulemaking, criteria that we
determine appropriate with respect to information provided to an individual during an in-home
health risk assessment to ensure that he or she is sufficiently educated on the safe disposal of
prescription drugs that are controlled substances.

In order to implement the requirements of Section 1852(n)(1) for MA plans, CMS in its
proposed rule (CMS 4190-P) proposed to revise the § 422.111, Disclosure Requirements, to add
a paragraph (j), which would require MA plans that furnish an in-home health risk assessment on
or after January 1, 2022, to include both verbal (when possible) and written information on the
safe disposal of prescription drugs that are controlled substances in such assessment. Consistent
with Section 1852(n)(1), we proposed that information must include details on drug takeback

programs and safe in-home disposal methods.



In educating beneficiaries about the safe disposal of medications that are controlled
substances, we proposed that MA plans would communicate to beneficiaries in writing and,
when feasible, verbally. We proposed that MA plans must do the following to ensure that the
individual is sufficiently educated on the safe disposal of controlled substances: (1) Advise the
enrollee that unused medications should be disposed of as soon as possible; (2) advise the
enrollee that the US Drug Enforcement Administration allows unused prescription medications
to be mailed back to pharmacies or other authorized sites using packages made available at such
pharmacies or other authorized sites; (3) advise the enrollee that the preferred method of
disposing of controlled substances is to bring them to a drug take back site; (4) identify drug take
back sites that are within the enrollee's MA plan service area or that are nearest to the enrollee's
residence; and (5) instruct the enrollee on the safe disposal of medications that can be discarded
in the household trash or safely flushed. Although we did not propose to require MA plans to
provide more specific instructions with respect to drug disposal, we did propose that the
communication to enrollees would provide the following additional guidance: If a drug can be
safely disposed of in the enrollee's home, the enrollee should conceal or remove any personal
information, including Rx number, on any empty medication containers. If a drug can be
discarded in the trash, the enrollee should mix the drugs with an undesirable substance such as
dirt or used coffee grounds, place the mixture in a sealed container such as an empty margarine
tub, and discard in the trash.

We also proposed that the written communication include a web link to the information
available on the United States Department of Health and Human Services website identifying

methods for the safe disposal of drugs available at the following address: Atips.//www.hhs.gov/

opioids/prevention/safely-dispose-drugs/index.html. We noted in our proposed rule that the safe

disposal of drugs guidance at this website can be used for all medications not just medications

that are controlled substances. We stated in our proposed rule that we believed that plan



communications consistent with the standard on this website would furnish enrollees with
sufficient information for proper disposal of controlled substances in their community.
We thank commenters. We received 35 comments on this proposal; we summarize these
comments and our responses to the comments follow.

Comment: A commenter expressed concern about the significant operational burden
required in performing a health risk assessment in person. This commenter also recommends that
CMS allow risk assessments through telehealth such as video conference or a phone call
particularly in rural areas where access is an issue.

Response: In-home HRAs are performed in-person where the beneficiary resides and
not via telehealth. However, we clarify that this rule is not requiring MA plans to conduct in-
home HRAs. In-home HRAs are optional and MA plans may choose to conduct HRAs in this
manner. Specifically, the information on the safe disposal of controlled substances is only
required to be furnished when an MA plan chooses to conduct an in-home HRA. In this final
rule, in consideration of the comments received, we have sought to minimize unnecessary plan
burden while also ensuring consistency with the statutory requirement that enrollees who receive
an in-home HRA are furnished useful and accessible information on the safe disposal of
controlled substances. With the exception of MA SNP plans, all other MA plans are required
under § 422.112(b)(4)(1) to make a best effort to conduct an HRA annually and generally do so
as part of an enrollee’s covered annual wellness visit (see 42 CFR § 410.15), but there is no
requirement that the HRA be conducted in-home. We note that MA special needs plans (SNPs),
as part of their model of care, are required to conduct annual HRAs for their enrollees (42 CFR §
422.101(f)(1)(1), but are also not required to conduct in-home HRAs.

Comment: A commenter asked us to clarify whether the requirement to furnish
information about safe drug disposal during an in-home risk assessment applies to risk
assessments conducted at other locations where seniors reside, such as senior-living centers,

nursing homes or assisted living facilities.



Response: If the enrollee’s primary residence is in an institutional setting (such as a
nursing home) the enrollee typically will not be responsible for the disposal of unused
medications. Therefore, for purposes of this requirement, we would not consider a health risk
assessment furnished to an individual who is residing in an institutional setting such as a nursing
facility to be an “in-home” health risk assessment, and the MA plan is not required to furnish the
enrollee with the guidance on the safe disposal of controlled substances during the HRA as
required at § 422.111(j). We have added language to § 422.111(j) clarifying this exception.

Comment: Several commenters questioned how CMS will confirm compliance with
these disclosure requirements. The commenter asked CMS to clarify any member material
requirements regarding confirming receipt of this information. For example, the commenter
questioned whether enrollee attestations would be required. A commenter asked that CMS
provide additional clarity about what must be included in the health risk assessment to be
compliant with this requirement.

Response: MA plans conducting an in-home HRA must document the visit and their
provision of the required disclosure to the enrollee as described at § 422.111(j). However, we
are not imposing any additional requirements beyond written documentation that would
otherwise be available to CMS upon review or audit that the safe disposal instructions have been
met.

Comment: A commenter recommend that CMS explore additional methods to improve
take-back programs, such as allowing direct-to-consumer incentives for returning unused
opioids. The commenter proposed that rewards and incentives (R&I) could take the form of
coupons, gift cards, and electronic deposits to a digital wallet, or other options chosen by the
consumer. Another commenter also proposed that CMS explore mechanisms that reverse
distributors use to return prescription drugs from healthcare providers and pharmacies back to

manufacturers could be leveraged to enable manufacturer-funded incentives that could be shared



with consumers. These commenters stated they believed R&I would help spur individuals to
return substantially more unused prescription opioids.

Response: This comment is outside of the scope of this regulation. MA plans may offer
R&I programs as specified in our regulations at § 422.134 in section V.D of this final rule.

Comment: A commenter stated that they will be furnishing free kits in a retail pharmacy
chain that can be used to dispose of medications in the home. The commenter asked that CMS
require plans to inform MA enrollees about this option. Another commenter indicated that they
would be selling in-home drug deactivation kits and that CMS should inform MA enrollees of
this option. This commenter recommended that CMS require that patient education include
information about commercially available in-home disposal products that may be used in
disposing of unused medications. Another commenter cited a report indicating that the use of in-
home drug deactivation kits is a particularly effective way to facilitate the safe in-home disposal
of controlled medications. This commenter also noted that drug deactivation kits would be
particularly useful in rural areas where an authorized collector may not be nearby, and that the
use of such kits would complement Take Back Day events and give consumers more options.

Response: We recognize that other technologies, such as drug deactivation kits, have
been developed and can provide additional options for the safe disposal of unused medications in
the home. Accordingly, we are revising the regulation text at § 422.111(j) (5) to add that the
written and verbal information on the safe disposal of controlled medications may also include
information about the availability of drug deactivation kits for in-home disposal of unused
medications. Because these products may not be available to all enrollees and may have varying
associated costs for the enrollee, CMS defers to MA organizations to determine whether and how
to include such information. As we discuss in more detail in this section of this rule, MA plans
have the flexibility to amend the information they furnish on the safe disposal of controlled

substances to reflect innovations such as home drug disposal kits that may become available.



Comment: Several commenters asked that CMS develop a model document that all
MA plans could present to enrollees regarding the safe disposal of controlled substances and
identification of community Rx take back sites. Several commenters also recommend that
this model information be developed and provided in a format, reading level, and use
appropriate visuals to ensure understanding by Medicare beneficiaries. A commenter also
asked that CMS consider including in the model general information on drug take-back sites.
Another commenter states that with thousands of health plans offering Medicare Advantage
products and thousands of health professionals providing HRAs, the need for a common
educational document is clear.

Response: We do not believe that developing a model document will allow MA plans the
flexibility to tailor their information to the local needs or changes in this rapidly evolving area.
For example, the use and expanding availability of drug deactivation kits for in-home use is a
relatively new development, and may vary in cost and availability across plans and depending on
location. Other new developments or changes in how medications can be safely disposed may
become available and we want to preserve the flexibility of MA plans to respond to possible
future innovations in drug disposal methods by updating their information without depending on
a CMS model document to make those changes. We believe that within the parameters we have
established in this regulation, MA plans will have the flexibility to tailor their information to the
specific conditions present in the rural, urban or metropolitan community where the enrollee
receiving an in-home HRA resides. We expect that as with all written information furnished to
MA enrollees that MA plans will use a format, reading level, and use appropriate visuals to aid
understanding by Medicare beneficiaries consistent with §422.2267, which we are adopting
elsewhere in this rule.

Comment: Several commenters expressed concern about the burden of the proposed
enrollee disclosure requirement. These commenters specifically mentioned that a verbal

explanation of the safe disposal options and also the proposed requirement of identifying local



take back sites are particularly burdensome. This commenter stated it would be impractical to
tailor local takeback information for every individual nationwide who receives an in-home
HRA. Rather, this commenter urges CMS to adopt a rule that the health professional's
reference to the safe disposal website, where local takeback locations can be found, satisfies the
requirement to provide such information.

Response: The regulations we are finalizing in this final rule will require the verbal
instructions to supplement the written guidance on the safe disposal of medications when
possible. However, verbal instruction is not required if the enrollee is impaired to a degree
where they are unable to receive verbal information. To assist plans in furnishing a verbal
communication to enrollees and reduce the burden we are revising the final rule to specify that
MA plans will inform enrollees in writing and verbally of two or more drug take back sites that
are consistent with the community pattern of access to drug take back sites where the enrollee
resides. The verbal instructions should also note that the written instructions contain the DEA
web site where the enrollee can identify other community drug take back sites through a search
engine where the enrollee can also find current information on the safe disposal of drugs. If the
enrollee’s spouse or caregiver is the responsible party it would be appropriate to furnish this
information (written and verbal) to them when conducting an in-home HRA of an impaired
enrollee. We have amended § 422.111(j) to clarify the information that should be shared with
the enrollee when a verbal summary of the instructions is possible. We believe providing this
information in both written and verbal format is important for the effective transmission of this
information to help enrollees appreciate the importance of disposing of unused medications that
are controlled substances and that the written document can be used for more details on how to
dispose of these unused medications. With respect to identifying local take back sites we
recognize that simply referencing a website would be less burdensome. However, as previously
noted, in response to these comments, we are modifying our proposal and will require a written

and verbal disclosure of at least two drug take back locations that are consistent with the



enrollee’s community pattern of access to drug take back sites. Specifically, the identified drug
take back sites must be among the drug take back sites that are generally utilized by people
residing in the same community as the enrollee receiving the in-home HRA. That is, drug take
back sites that are physically located within the shortest travel times. While the identification
of two drug take back sites available to the enrollee identifies two choices we encourage plans
to identify additional community take back sites.

Comment: A commenter asked that rather than furnishing written guidance on the safe
disposal of controlled substances the information could be furnished to all MA enrollees in
ANOC/EOC documents. Another commenter states that adding this information to the MA plan
website would also be less burdensome for members and health plans. One commenter
recommends that CMS promote inclusion of safe disposal information within a member’s
enrollment welcome packet.

Response: We are implementing the statutory requirement at section 1852(n)(1), which
requires that specific information on the safe disposal of controlled medications must be
provided to MA enrollees who are furnished an in-home HRA. While we acknowledge that this
information could be beneficial to other enrollees, given the specific statutory language
referencing this subset of enrollees, we are not requiring the inclusion of this information in
other MA plan communications, nor are we adding it to the EOC template. While not required,
we recognize that information on safe disposal may be useful for all Medicare beneficiaries,
and therefore we encourage MA plans to make it available to other plan enrollees, for example
by posting it on their website.

Comment: Another commenter asks that CMS maintain flexibility for plans to provide
beneficiary education and outreach in a way that best suits the needs of individual members
while minimizing burden. A commenter asks that CMS allow plans the flexibility to determine
what information to provide, including relying on existing, externally validated sources. For

example, the U.S. Drug Enforcement Agency (DEA) website at www.deatakeback.com already



hosts an up-to-date, searchable database of locations for safe disposal (located specifically at
https://apps2.deadiversion.usdoj.gov/pubdispsearch/spring/main?execution=e2s1), and local
law enforcement stations routinely collect controlled substances or can direct beneficiaries
elsewhere as needed.

Response: The proposed regulation at § 422.111(j)(1)(vi) (which we are renumbering
as § 422.111(j)(6)) requires that MA plans include in their written guidance a link to the United
States Department of Health and Human Services website identifying methods for the safe
disposal of drugs available at the following
address: https://www.hhs.gov/opioids/prevention/safely-dispose-drugs/index.html
However, we agree that the previously identified DEA website is a useful tool for locating drug
take back sites available in specific communities. We will require that MA plans include a link
to the DEA website in their written instructions and will require MA plans to provide a verbal
summary of the written instruction noting the availability of the DEA website as a source for
locating drug take back sites. Therefore, we are amending § 422.111(j)(2) to include the DEA
link.

Comment: Several commenters stated that pharmacists are trusted and qualified and
should be the source of information to inform enrollees about methods for the safe disposal of
medications. The commenters stated that delivering this information to the beneficiary at the
point of sale where the beneficiary gets or refills their prescription could be more effective .
The commenter believed that at these times, information on safe disposal is more likely to be
understood, and the drugs are more likely to be disposed of safely as part of the beneficiary’s
care routine (for example, expired medications can be disposed of at or near the same location
where a new prescription is filled).

Response: As we have previously noted in this preamble, we are implementing the
statutory requirement at Section 1855(n), which requires MA plan to furnish information on the

safe disposal of controlled substances when conducting an in-home HRA. Elsewhere in this rule



we discuss the statutory requirement for this information to be furnished as part of a Part D
MTM program.

Comment: A commenter expressed concern that the various requirements for providing
beneficiaries with safe disposal information may result in a beneficiary receiving multiple and
varied messages with the adverse effect of beneficiary confusion and/or beneficiary resistance to
the safe disposal message. This commenter recommends that CMS and plans make certain such
efforts are coordinated with pharmacies to ensure consistent messaging, particularly around
treatment alternatives.

Response: As we have previously discussed we are laying out parameters rather than
mandating model language with respect to the information that MA plans must furnish to
enrollees during an in-home HRA. We believe the parameters we are finalizing at § 422.111(j)
give MA plans the flexibility to ensure that their written information remains reasonably
consistent with the current drug disposal options available in the communities where their
enrollees reside.

We thank the commenters for sharing their concerns and recommendations regarding our
proposed implementation of Section 1855(n)(1) in the MA regulations at § 422.111(j). After
careful examination of all comments received and for the reasons set forth in the proposed rule
and our responses to comments, we are finalizing § 422.111(j) with the following modifications
from the proposal. We are renumbering §422.111(j). We recognized the that DEA website is a
useful tool for locating drug take back sites available in specific communities. We will require
that MA plans include a link to the DEA website in their written guidance and note the
availability of the DEA website as part of the verbal instructions to enrollee’s when conducting
in-home HRAs. Therefore, we are amending §422.111(j)(2) (as renumbered) to include the DEA

link at: www.deatakeback.com which includes a page with a searchable database where drug

take back sites nearest to a person’s home can be identified at the following web link:

https://apps2.deadiversion.usdoj.gov/pubdispsearch/spring/main?execution=e2s1



We are also amending § 422.111(j)(4) to require that the written and verbal instructions
identify two or more drug take back sites available in the community where the enrollee resides.
We are adding a new provision at § 422.111(j)(5) specifying that as part of its educational
information on the safe disposal of controlled medications, the plan may inform enrollees in
writing and verbally about the availability of drug disposal kits for the in-home disposal of
unused medications. Finally, we are revising § 422.111(j) to clarify that for purposes of this
requirement, a health risk assessment is not considered “in home” if the enrollee’s primary place
of residence, such as a nursing facility, manages the disposal of unused medications.

D. Beneficiaries’ Education on Opioid Risks and Alternative Treatments (§ 423.128)

Sponsors of Part D prescription drug plans, including MA-PDs and standalone PDPs,
must disclose certain information about their Part D plans to each enrollee in a clear, accurate,
and standardized form at the time of enrollment and at least annually thereafter under section
1860D-4(a)(1)(a) of the Act. Section 6102 of the SUPPORT Act amended section 1860D-
4(a)(1)(B) of the Act to require that Part D sponsors also must disclose to each enrollee, with
respect to the treatment of pain, information about the risks of prolonged opioid use. In addition
to this information, with respect to the treatment of pain, MA-PD sponsors must disclose
coverage of non-pharmacological therapies, devices, and non-opioid medications under their
plans. Sponsors of standalone PDPs must disclose coverage of non-pharmacological therapies,
devices, and non-opioid medications under their plans and under Medicare Parts A and B.
Section 6102 also amended section 1860D-4(a)(1)(C) to permit Part D sponsors to disclose this
opioid risk and alternative treatment coverage information to only a subset of plan enrollees,
such as enrollees who have been prescribed an opioid in the previous 2-year period, rather than
disclosing the information to each plan enrollee.

To implement section 6102, we proposed to amend our regulations at § 423.128 to

require Part D sponsors to send information on opioid risks and alternative treatment information



to all Part D enrollees, with the option to provide such information to a subset of such enrollees,
in accordance with section 1860D—4(a)(1)(C), in lieu of providing it to all enrollees.

Paragraph (a) of section 423.128 requires Part D sponsors to disseminate specific plan
information to enrollees, under which a sponsor must disclose the information specified
in paragraph (b) of this section in the manner specified by CMS. Paragraph (b) lays out
information requirements the plan must include for qualified prescription drug coverage offered
under the Part D plan. We proposed to revise these requirements by adding paragraph subsection
(b)(11) to mandate that Part D sponsors send information about the risks associated with
prolonged opioid use, coverage of non-pharmacological therapies, devices, and non-opioid
medications, for MA-PDs, coverage under the plan, and for PDPs, coverage under Parts A and B.
Additionally, we proposed to add subsection (b)(11)(ii), which gives Part D sponsors the option
of sending these resources to a subset of enrollees, in lieu of providing it to every enrollee. In the
proposed rule, as shown in Table C1, we suggested 6 different enrollee subsets to whom
sponsors could send the required opioid risk and alternate pain treatment coverage information,
generally grouped by retrospective review of prescription opioid fills using several different
timeframes, with the exception of the subgroup that contains all Part D enrollees. The lookback
periods ranged from use of any opioids in last 2 years to greater than 90 days continuous use
with a 7-day gap or less in the past year. Table C1 also shows the estimated number of enrollees
in each suggested subgroup, as well as the estimated percent of total opioid users in Part D that
each subgroup constitutes.

TABLE C1: SUGGESTED SUBSET OPTIONS TO RECEIVE EDUCATION ON OPIOID
RISKS AND ALTERNATE TREATMENTS*

Number of Percent of

Enrollees Total Part D
Subset Suggested Subset in this Subset Opioid Users
1 All Part D Enrollees 46,759,911 N/A
2 Any opioid use in last 2 years 16,134,063 100%
3 Any opioid use in past year 11,027,271 100%
4 7 days continuous opioid use 7,163,615 65%
5 Greater than 30 days continuous opioid use, 7 day or less gap 3,816,731 35%
6 Greater than 90 days continuous opioid use, 7 day or less gap 2,698,064 24%

*All figures based on 2018 PDE data as of 7/6/2019, except subset 2 which is based on 2017 and 2018 PDE data. Beneficiaries
were excluded from the opioid use subsets if they were in hospice, in a resident facility, or had a palliative care diagnosis




(07/01/2018 - 12/31/2018). Beneficiaries were also excluded if they had a cancer diagnosis (01/01/2018 - 12/31/2018). No
exclusions were applied to the all Part D enrollees figure (subset 1).

We specifically solicited comments from stakeholders on the various suggested subsets
of enrollees to whom the required information could be sent, in order to determine if there was
any consensus that might inform sponsors’ decisions, whether based on our suggested subsets or
otherwise.

Comment: Many commenters were supportive of our proposal as an additional means to
support efforts to address the national opioid crisis.

Response: We thank these commenters for their support of the proposed provision.

Comment: A few commenters expressed concern about overreach in sending the
required information to all Part D enrollees. They highlighted the potentially negative reactions
enrollees may have if they receive this information without having record of a previous opioid
prescription. Conversely, other commenters believed that it was important for all enrollees to
receive the information whether or not they had a record of a prior opioid prescription, noting
that successful public health campaigns are not always tailored to specific populations. Other
commenters supporting that the information be disclosed to all Part D enrollees noted that some
beneficiaries may have paid cash for opioids or used illicit ones, and thus would be missed in any
subset based on prescription opioid use. A few commenters believed that plans could focus their
efforts on beneficiaries who have received an opioid in the last 7 days, so as to not be over-
inclusive with the information disseminated to them. No other commenters suggested a different
subset of enrollees to whom the information should be provided.

Response: We appreciate the commenters’ feedback. Although some commenters offered
their opinion on the enrollee population that might be the best group to receive the information,
there was no consensus to inform sponsors’ ultimate decisions on to whom to send the

information. As we have noted, the statute leaves this decision to the sponsor’s discretion.



Comment: Several commenters encouraged CMS to develop a model document for
sponsors to use for consistent messaging about the risk of opioid use and coverage of alternative
pain treatments.

Response: We do not believe a model document is appropriate or necessary. Both MA-
PDs and standalone PDPs should be able to describe the risks of prolonged opioid use without a
model document, as they possess the expertise in both the coverage and clinical use of drugs and
their associated risks. In addition, Part D sponsors have available to them federal government
websites as resources for consistent messaging. For example, the U.S. Department of Health and
Human Services website (https://www.hhs.gov/opioids/) contains information about opioid risks
and pain management options, and CMS’ Pain Management website
(https://www.medicare.gov/coverage/pain-management) also contains information about the
risks of opioids and pain management.

Moreover, we anticipate that sponsors will require some flexibility when it comes to
developing the content for these beneficiary notices, given that they have the discretion to choose
a subset of enrollees to whom they will send the notices. Also, coverage of alternative pain
treatments will likely vary among plans. Additionally, a plan’s beneficiary population can be
unique and opioid issues may vary regionally and over time. Thus, the degree of flexibility any
model document would require to allow each plan to tailor its message and information to its
specific plan population in terms of coverage of the risks of prolonged opioid use and alternate
pain treatments would decrease the utility of a model document.

Comment: A commenter suggested that this information could be conveyed to Part D
enrollees through the EOC.

Response: We respectfully disagree. While the EOC does contain information about plan
coverage of alternate pain treatments, such as coverage of physical therapy services in an MA-

PD, it is a very large document containing hundreds of pages of material, which is not the best



method to provide the specific, cohesive, and concise information on opioid alternatives that is
required under this provision.

Moreover, given that Section 6102 of the SUPPORT Act provides for specific opioid
education to Part D beneficiaries, we do not believe that adding opioid risk and alternative pain
treatment coverage to a lengthy technical document would draw sufficient attention to the
required information. For this reason, we believe that a separate beneficiary communication is a
more effective means of conveying this information. We may consider revising the EOC
template in future years so that a plan may include this information; however, our current focus
is on implementing the statutory requirement and believe it is best implemented as we proposed.

Comment: Some commenters requested clarification on whether Part D plans are
permitted to send the required information electronically without prior consent of the
beneficiary, based on requirements they referenced from § 423.128(b), which allowed for
electronic delivery of EOCs without prior beneficiary authorization. Specifically, the regulation
allowed plans to meet the disclosure and delivery requirements for certain documents by relying
on notice of electronic posting and provision of the documents in hard copy when requested,
when previously the documents, such as the EOC, had to be provided in hard copy.

Response: As stated under § 423.2267(d)(2)(i1), which we are finalizing as discussed
elsewhere in this rule, we will not allow for electronic delivery without prior approval from the
beneficiary for this type of material. Part D sponsors may only mail new and current enrollees a
notice for electronic access to the EOC, Provider and Pharmacy Directories, and Formulary
without beneficiary authorization. Conversely, the separate beneficiary notice on opioid risk and
coverage of alternate pain treatment is a new document that will convey important safety
information related to a national epidemic, and we want to make sure that beneficiaries will see
the information. For this reason, we are not making any exceptions to § 423.2267(d) for this
information, and Part D plans must obtain the beneficiary’s consent before they may provide this

information electronically.



Comment: As we noted earlier in section A, we received many general comments
expressing concern that the opioid provisions of the proposed rule would limit access to pain
medicine, including opioids.

Response: We are not persuaded that educating beneficiaries about the risks of opioid use
and coverage of alternative 